


Efficacy Evaluation of Health Care Personnel Handwash Products 
HTR Study No. 01-109083-l 1 

This study was performed at Hill Top Research Inc. (study # 01-109083-l 1) and the procedure 
was the current revision of ASTM E-l 174-00, Standard Test Method for Evaluation of the 
Effectiveness of Health Care Personnel or Consumer Handwash Formulations. The revision to 
the test method provides procedures to assure adequate rapid neutralization of the antimicrobial 
in the handwash formulation. A neutralizer was incorporated at both sampling points. Dial 
Complete TM Antimicrobial Foaming Healthcare Personnel Hand Wash with 0.45% Triclosan was 
used as the test product. 

The study is designed to measure the reduction of transient microbial flora following routine 
hand washing with an antibacterial product. In this study a broth culture of Serratia marcescens 
ATCC 14756 was used as an artificial contaminant bacteria on the hands. Activity was 
measured by comparing the microbial counts of the marker organism removed after a single use 
of the product to the baseline number, the number of organisms recovered from the contaminated 
unwashed hands. Comparisons are made again following the 1 lfh wash of a multiple wash 
procedure (11). Prior to each of the eleven washes the hands were artificially contaminated with 
S. marcescens. 

In addition to testing Dial Complete TM, Hibiclensm with 4% CHG, which is recommended by the 
FDA as’a control, was included in this study. Enough subjects were preenrolled to ensure the 
required number qf subjects (45) 30 for Dial Complete formula and 15 for Hibiclens, who 
fulfilled the study criteria. There was a one-week wash out period in which subjects refrained 
from using antimicrobial-containing products. On test day, subject’s hands were contaminated 
with S. marcescens and a baseline sampling was performed. Following washing with the test 
product, treatments 1 & 11, subject’s hands were sampled for post treatment count. The 
sampling fluid was enumerated for recovery of 27. marcescens. 

Results from the Health Care Personnel Handwash study were evaluated by comparing bacteria 
counts recovered from the hands following product treatment vs. the baseline counts. The 
bacteria counts were calculated into log counts. The log counts of each subjects left and right 
hand were averaged. The following logi0 reductions were achieved: 

Product Description WASH 1 WASH 11 
Dial CompleteTM 3466- 18 3.47 3.58* 
HibiclensB 3466- 19 2.50 3.78* 

* No statistical difference between the test products 
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HTR Study No.: 01-109083-I 1 

1.0 SUMMARY 

e The purpose of this study was to determine the ability of antimicrobial hand 
washing agents to give reduction of transient microbial flora (contaminants) 
when used in a hand washing procedure with a marker organism, Serratia 
marcescens ATCC 14756. 

Forty-five subjects completed the study. 

l Two test articles identified by the sponsor as 3466-l 8, Foaming Handwash 
(HTR Code A) and 3466-19, Hibiclens (HTR Code B) were evaluated in this 
study. 

l The test article evaluated in this study, identified by the sponsor as 3466-l 8, 
Foaming Handwash (HTR Code A), achieved a 3.47 log10 reduction of the 
marker organism Serratia marcescens ATCC 14756 following a single 30- 
second handwashing procedure. After 11 repetitive washes a 3.58 log10 
reduction of the marker organisms was achieved. The second test article 
evaluated, identified by the sponsor as 3466-19, Hibiclens (HTR Code B), 
achieved a 2.51 log10 reduction of the marker organism following a single 30- 
second handwashing procedure and a 3.79 log10 reduction of the marker 
organism after 11 repetitive washes. 
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HTR Study No.: 01-109083-l 1 

2.0 STUDY MONITOR 

Janice FL& 
The Dial Corporation 

3.0 INVESTIGATIVE PERSONNEL 

Investigator: 
Sub-Investigators: 

Gayle K. Mulberry, M.S. 
Kathleen A. Baxter, B.S. 
Ann R. Brady, A.S. 

Medical Consultant: E. Linn Jones, M.D., D.A.B.D. 

Biostatistician: 
Manager Biostatistics: 

James P. Bowman, MS. 
Barbara M. Fath 

4.0 CLINICAL RESEARCH STANDARDS 

The clinical investigation, including the informed consent, was reviewed by an 
Institutional Review Board in accordance with Title 21 of the Code of Federal 
Regulations, Parts 50 and 56. Approval by the Board was obtained on July 3,2001, 
prior to initiation of the investigation (see Appendix I). 

This study was conducted according to applicable Good Clihical Practices and the 
Standard Operating Procedures of Hill Top Research, Inc. 

5.0 PROTOCOL 

The Study Protocol was followed (see Appendix II) with the exception of the 
following deviations. 

l Subject 4 wet hands prior to receiving test article A on test wash #6. The protocol 
stated that the only time water could be added was 15 seconds after lathering with 
test article A if necessary. 

l Subject 2 had hands examined by the medical consultant 13 days tier the study 
procedures were completed. The protocol stated that the subjects were to have 
hands examined 4 to 8 days afkr the study was completed. 

In the opinion of the Investigator, the deviations did not compromise the integrity of the 
study. 
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HTR Study No.: 01-109083-l 1 

SUBJECTS 

7.0 

8.0 

9.0 ADVERSE EVENTS 

There were ten adverse events reported during the course of the study. (See 
Appendix IV). 

10.0 TEST FOR ADEQUACY OF NEUTRALIZER 

A report on testing performed to demonstrate the effectiveness of the antimicrobial 
neutralizer used in this study is shown in Appendix V. 

November 12,200l 
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Seventy-six (76) subjects were enrolled in the pre-test conditioning phase. Forty-five 
(45) subjects, twelve (12) males and thirty-three (33) females who met the study 
criteria were enrolled in the test phase and completed the study. 

Thirty-one (3 1) subjects were excluded or withdrew from the study. The subject’s 
screening number and reason each subject was excluded or withdrew are shown in 
Appendix III. 

STUDY SCHEDULE 

Screening/Conditioning Dates: July 9,200l 
Date Initiated: July 17,200 1 
Date Completed: October 29,200l 

TEST ARTICLES 

The following test articles were received by Hill Top Research on July 6,2001, 

HTR No. of 
Code Sponsor Code Description units 

A 3466-l 8, Foaming White plastic bottle and pump nozzle 10 
Handwash unit containing product 

B 3466-l 9, Hibiclens Blue-green plastic bottle with white 1 
plastic cap containing liquid 

Test articles will be returned to sponsor within one week of issuance of final report. 
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HTR Study No.: 01-109083-l 1 

11.0 METHOD OF STATISTICAL ANALYSIS 

The data were statistically analyzed using analysis of variance methods. The 
statistical methods are described below. 

Bacterial counts recovered from the hands were transformed into log10 counts. The 
data used in the statistical analysis were the averages of each subject’s right and left- 
hand log10 counts. Analysis of variance techniques were used to evaluate the 
effectiveness of each treatment as a function of the number of treatments (within 
treatment analysis using log10 reductions) and to compare the baseline counts of 
subjects assigned to the two test articles. 

Percent reduitions of bacterial counts from baseline were also determined. 

The test articles used in this study were HTR Code A (Lot Code 3466-l 8 Foaming 
handwash) and HTR Code B (Lot Code 3466-19 Hibiclens). 

Hypothesis testing was performed at the a=0.05 level. 

12.0 RJZSULTS OF STATISTICAL ANALYSIS 

12.1 Baseline Bacterial Log Count Comparison 
The source data for the baseline analysis were the average log10 values for the right 
and left hands of each subject. Potential differences among the treatment groups at 
baseline were examined using a one-factor analysis of variance procedure. 

Mean Log10 Baseline Counts 
HTR Code A HTR Code B ANOVA p-value 

9.2043 9.1803 >0.5000’ 
1 No significant difference between groups at baseline 

November 12,200l 
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HTR Study No.: 01-109083-l 1 

12.0 RENJLTS OF STATISTICAL ANALYSIS (CONT..) 

12.2 

The data (log10 reductions) were evaluated by analysis of variance techniques to 
determine the existence, if any, of significant differences between test washes for each 
test article. The log10 average differences fkom baseline and the p-values from the 
ANOVA are shown below. 

I I Mean Log10 Reductions I 
HTR Code WASH1 u WASH 11 

HTR Code A (n=30) 3.4706 3.5839 

HTR Code B (n=l5) 2.5072 3.7867 
’ Significantly better antimicrobial activity aRer eleven test washes. 

p-value 
0.0763 

<0.0001’ 

12.3 Percent Reduction of Bacterial Counts 
The log reduction and percent reductions of bacterial counts and associated confidence 
limits are presented below. 

WASH 11 
HTRCode A 1 3.5839 1 3.4182 1 3.7495 1 99.97% 1 99.96% I 99.98% 

I I I I I 

1 1 
I 

HTR Code B 3.7867 3.6081 3.9653 1 99.98% 99.98% 1 99.99% 

13.0 SUBJECT DATA COLLECTION FORMS 

The Data Collection Forms for each subject selected for the study is shown in 
Appendix VII. 

Appendix VII-A - Subjects Completing the Study 
Appendix VII-B - Subjects Excluded/Withdrawn 

November 12,200l 
Page 5 of 7 



\ i 

HTR Study No.: 01-109083-11 

14.0 CONCLUSION 

The test article evaluated in this study, identied by the sponsor as 3466-l 8, Foaming 
Handwash (HTR Code A), achieved a 3.47 log10 reduction of the marker organism 
Serratia marcescens ATCC 14756 following a single 30-second handwashing 
procedure. After 11 repetitive washes a 3.58 log10 reduction of the marker organisms 
was achieved. The second test article evaluated, identified by the sponsor as 3466-19, 
Hibiclens (HTR Code B), achieved a 2.5 1 log10 reduction of the marker organism 
following a single 30-second handwashing procedure and a 3.79 logto reduction of the 
marker organism after 11 repetitive washes. 

15.0 SIGNATURE 

HILL TOP RESEARCH, INC. 

Investigator 

November 12,200l 
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16.0 QUALITY ASSURANCE STATEMENT 

This study was inspected in accordance with the Standard Operating Procedures of 
Hill Top Research, Inc. To assure compliance with the study protocol, the Quality 
Assurance Unit performed an inspection during the conduct of this study and 
completed an audit of the study records, and final report. 

Report reviewed by: 

Thomas Asplan, A. 
Auditor, Q&lily Assurance 

November 12,200l 
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APPENDIX1 

Total number of pages = 12 

IRB Appriwal Letter, Approved Consent Forms 
And Subject Instructions 
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OF 
HILL TOP RESEARCH, INC. . 

Nancy J. Pelt, M.D., Chairman 

July 3,2001 

Gayle K. Mulberry, M.S. 
Hill Top Research, Inc. 
Main and Mill Streets 
Miamiville, OH 45147 

Ref: 
Title: 

Protocol Date: 
Sponsor: 

01-I 09083-I 1 
EFFICACY EVALUATION OF HEALTH CARE PERSONNEL 
HANDWASH PRODUCTS 
June 21,200l 
The Dial Corporation 

Dear Mr. Mulberry: 

The Institutional Review Board of Hill Top Research, inc. has reviewed and approved the 
above referenced study by the expedited review procedure. Documents included in this 

,: 
1 

review were: protocol, consent forms (2), subject instructions and safety information. 
Approval of this study has been granted for one year from the date of this letter. 

Please remember that the FDA requires you to receive approval from the IRB for any 
amendments or changes in the protocol or consent form and for any new advertisements. 
Serious and unexpected adverse experiences and unanticipated problems involving risk 
to subjects must be reported promptly to the IRB. If the study is expected to last beyond 
the one-year approval, you must request re-approval for continuation at least 30 days in 
advance of the expiration date. 

The Institutional Review Board of Hill Top ,Research; Inc. is a duly constituted institutional 
review board under CFR, Title 21, Parts 50 and 56. 

Sincerely, 

Nancy J. Peic, M.D. 
Chairman 

Date 

N JP/sll 

MmAh!D MILL STREETS, MWLE, OH 45147 (513) 831-3114 
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Institution: Hill Top Research, Inc. HTR Study No. 01-l 09083-I 1 
Investigator: Gayle K. Mulberry, M.S. Page No. %- 2 
Study Title: “Efficacy Evaluation of Health Care Personnel Handwash Products” 

CONSENT FORM : 

ti INTRODUCTION: You are being asked to take part in a research study. Before you give 
your consent to be a. subject, it is important that you take enough time to read .and 
understand what your participation would involve. In preparing this. consent form, it has 
been necessary to use some technical language. Please ask questions if there is anything 
you do not understand. 

You will be given a signed copy of this consent form and any other necessary written 
information prior to the start of the study. 

PURPOSE: The purpose of this research study is to measure the ability of two liquid soap 
products to reduce the number of bacteria on the hands after repetitive use. Approximately 
ninety (90) people between and including the ages of 18 - 65 will be screened as potential 
subjects in this study. Forty-five (45) subjects are expected to complete the three-visit 
study. 

TEST ARTICLES: One of the test articles is experimental antibacterial liquid soap product. 
The other test article is a marketed antibacterial liquid soap product. One product will be 
randomly assigned to each participating subject. Two of every three subjects will receive 
the experimental product. 

STUDY PROCEDURES: Prior to enrollment in the test, you will be asked to complete a 
1 brief medical history questionnaire. It is possible that you may not be able to participate 
’ based on your answers to these questions. If you qualify, you will be given a kit containing 

non-antibacterial bar soap, shampoo, Ban@ antiperspirant/deodorant, and rubber and poly 
gloves to be used at least one week prior to the start of the actual study. You will be given 
written instructions on how to use the kit. 

After at least one week, you will be required to return to the lab. You will be asked to 
complete another brief medical history questionnaire. It is possible that you may not be 
able to participate based on your answers to these questions or the condition of the skin 
on your hands and wrists. If you qualify, you will wash your hands with a non-medicated 
soap. Then, your hands will be contaminated with a-watery liquid containing a non-harmful 
bacteria (Seratia marcescens). This liquid containing the baoteria will be spread over the 
surfaces of the hands, and the hands will be allowed to air dry. Following air drying, the 
hands will be sampled. Sampling is accomplished by having you place your hands into 
large plastic bags to which will be added a mild soap-like solution. A laboratory technician 
will massage each bagged hand for one minute. The hands will be removed from the bags 
and the solution from each bag will be tested to determine the number of test bacteria 
added to the hands. Following the baseline. sampling, your hands will be rinsed with tap 

ml3 of 
l Hill Top Research / 
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Consent Form 
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HTR Study No. 01-I 09083-I 1 
Page No. x- 3 

water and washed with a non-medicated soap and dried. You will then begin the treatment 
,P at part of the study. Prior to each treatment, your hands will be contaminated with bacteria 

’ as described above. Your hands and wrists will then be treated (washed) with the test 
( 1 material, following specific instructions. Your hands will be contaminated and treated 11 

times. Your hands wil!, be. sampled (to determine the number of bacteria removed or killed 
by treatment) after-the Ist and 1 Ith washes. After the IS’ wash and sampling, the hands . 
are rinsed with tap water. Following the last sampling, your hands will be rinsed with water, 
washed with HibiclensB, an antimicrobial soap and treated with alcohol, prior to leaving the 
lab. 

After completing the treatment visit and until your follow-up visit, you will need to check the 
skin on you,r hands each day for any pimples, bumps or rashes. Within four to eight days 
after you have completed treatment, you will be required to return to the lab for a follow-up 
visit. Your hands will be checked for infection by a Dermatologist trained in observing 
infection. 

FEMALES OF CHILDBEARING POTENTIAL: You may not participate in this study if you 
are pregnant or nursing. As part of giving your consent you must agree to have a urine 
pregnancy test at the start of the study. 

RISKS: The risks associated with this test are primarily related to contamination with the 
test bacteria. For healthy persons, the possibility of a skin infection exi&; however, this 
possibility is remote because, (1) test bacteria are applied only to intact skin, and (2) the 
skin is cleansed with antibacterial products following contact with the test bacteria. 

You may also develop a reaction on your hands from the test materials. A reaction could 
be redness, swelling, itching, cracking, peeling, or in rare cases, blistering. 

No risks to you as a study participant, other than those described above, are anticipated 
during the study. Reactions are usually due to irritation, although an allergic reaction might 
occur. If you become allergic, it is possible that future exposures to the same ingredient 
may cause a skin reaction. If this occurs, you will be provided with information to minimize .r- 
the chance for future exposures. 

You may experience risks or side effects that are not known at this time. You will be 
informed in a timely manner if new information becomes available that may influence your 
willingness to continue in this study. 

BENEFITS: You will not benefit from the applications of test article but the study results 
may allow a new or improved product to be marketed. 

ALTERNATIVE PROCEDURES/TREATMENTS: Because you are not being treated for 
a medical condition, alternative treatments do not apply to this study. 

n3.B of 
Hill1 Tos, Research 

JO1 3 2001 
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HTR Study No. 01-l 09083-l 1 
Page No.>- q 

CONFIDENTIALITY: Information concerning you that is obtained in connection with this 
X~ study will. be kept confidential by Hill Top Research, except that the sponsoring company 

t. f 
\ whose product is being tested will receive a copy of the study records. The records will be . 

coded to protect your identity. In addition, the Institutional Review Board (IRB) and 
government regulatory agencies, in.cluding the U.S. Food and .Drug Administration (FDA), 
may inspedt the records of the study. Information obtained in the study may be used.for . 
medical or scientific publication, but your identity will remain confidential. 

MEDICAL TREATMENT: If in the course of this study you experience illness, discomfort 
or injury that appears to be a result of the study, Hill Top Research will provide you with 
medical care at no cost to you. Providing such medical care is not an admission of legal 
responsibility. If such illness, discomfort or injury does occur, ask any staff member to 
arrange a meeting for you with the appropriate personnel. 

In certain cases of illness or injury resulting from this study, workers’ compensation 
coverage may be available. In accordance with Ohio law, Hill Top Research has secured 
workers’ compensation coverage for participants in its studies and tests, and has paid and 
will pay appropriate premiums into the State Insurance Fund on behalf of such participants. 

WHO TO CONTACT: If you have any questions about this study or in case of an 
emergency, contact Stacey, Study Coordinator, at 831-3114 ext. 2324 during business 
hours (M-F, 8:00 A.M. - 500 P.M.) or Ann Brady, Study Manager, at 831-3354 after hours. 
In addition, if you have any questions as to your rights as a research subject, contact the 
Institutional Review Board of Hill Top Research, Nancy J. Pelt, M.D., Chairman, at l-513- 

f 1 831-3114. ,i 
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-. . 

VOLUNTARY PARTICIPATION/WITHDRAWAL: Your participation in this research study 
*? is strictly voluntary. You may refuse to participate or may discontinue participation at any 
’ 

c J 
time during the study without penalty or loss of benefits to which you are otherwise entitled. 

If you agree to participate@ this study, you are also agreeing, to provide Hill Top Research 
with accurate information and to.follow study instructions as given to.you. If you fail to 
comply with study procedures, your participation may be terminated. 

Your participation in the study may be discontinued at any time without your consent by the 
Investigator, the IRB, the FDA, or the sponsoring company. 

COMPENSATION: You will be paid $80.00 for the completion of this study. You will be 
compensated according to the following schedule: 

If you complete Visit 1 You will receive $0” 
If you do not qualify Visit 2 you will receive $10.00 
If you qualify but are Visit 2 you will receive $20.00 
eliminated as an 
extra subject 
If you complete Visit 2 you will receive $50.00 
If you complete Visit 3 j you will receive $80.00 

“No payment-kit products given. 

f .I 
Payments will be made at the end of the study. 

_’ There are no anticipated expenses to you for participating in this study. All test related 
materials will be provided at no cost to you. (Soap, shampoo, roll-on 
antiperspirant/deodorant and gloves) 

IRB of 
ENI Top Research 

JUL 3 2001 
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CONSENT TO PARTlClPATE 

\ 1 know that my participation in this study is voluntary and that I have the right to refuse to 

( 3 
participate. I know that I may withdraw from the study at any time without penalty or loss 

\ of benefits to which I am otherwise entitled. If I withdraw o.r am dismissed for failure to, 
obey rules or follow directions, I understand I wi!l only be paid for theportion of the study 
that I have completed. If, in the judgment of the Investigator, it is best to discontinue my 
participation in the study for other reasons, I will be paid either in full or for that portion of 
the study already completed. 

if I am a female of childbearing potential, I am not currently pregnant or nursing an infant. 
-I am using an ,adequate means of birth control and, if I become pregnant or believe I have 
become pregnant, I will notify the investigator immediately. 

CONSENT: I have read all of the above information and have been given an opportunity 
to ask questions about this study. Answers to such questions {if any) were satisfactory. 
I am eighteen years of age or older and freely and without reservation give my consent to 
serve as a subject in this study. By signing this form, I have not given up any of my legal 
rights as a research subject. 

Subject‘s Name Printed: First Middle Initial Last 

Subject’s Signature Date 

Signature of Person Conducting Consent Di?c+sion Date 

SUBJECT SCREEN NO. 
SUBJECT NO. 

Pm of 
H iH Tcbp Wesearcfi 
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Institution: Hill Top Research, inc. HTR Study No. 01-109083-11 
Investigator: Gayle K. Mulberry, MS. Page No. s 
Study Title: “Efficacy Evaluation of Health Care Personnel Handwash Products” 
Neutralizer Validation Study 

t 1 
CONSENT FORM-2 

INTRODUCTION: You are being asked. to take part in a,‘research study., Before you. give 
your consent to be a subject, it is important. that you take enough time to read and 
understand what your participation would involve. In preparing this consent form, it has 
been necessary to use some technical language. Please ask questions if there is anything 
you do not understand. 

You will be given a signed copy of this consent form and any other necessary written 
information prior to the start of the study. 

PURPOSE: The purpose of this research study is to assure that the materials used in the 
main study, for growing and counting bacteria recovered from the hands of subjects, will 
allow the growth of the bacteria. Approximately two (2) people between and including the 
ages of 18 - 65 will be screened as potential subjects in this study. Two (2) subjects are 
expected to complete the one visit study. 

TEST ARTICLES: One of the test amcles is an experimental antibacterial liquid soap 
product and the other test article is a marketed antibacterial liquid soap product. One 
product will be randomly assigned to each participating subject. I 

STUDY PROCEDURES: As a participant, your hands and wrists will be washed eleven 
times following specific directions. Your hands will be sampled after the first and eleventh 
wash. Sampling is accomplished by having you place your hands into large plastic bags 
to which will be added a mild soap-like solution. A laboratory technician will massage each 
bagged hand for one minute. Your hands will be removed from the bags and the solution 
from each bag will be taken to the laboratory. The solution cotlected after the 1” wash will 
be discarded. The solution collected after the I I@’ wash will be tested to determine if it can 
be neutralized to allow growth of bacteria, which the laboratory will add to it. Following the 
sampling, you will rinse your hands and forearms in tap water. 

FEMALES OF CHILDBEARING POTENTIAL: You may not participate in this study if you 
are pregnant oi nursing. As part of giving your consent you must agree to have a urine 
pregnancy test at the start of the study. 

IRB of 
Hill Top Research 

JUL 3 2001 
Approved 
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Consent Form-2 HTR Study No. 01-I 09083-I I . . 
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RISKS: Your hands may show a “reaction.” A “reaction” could be redness, swelling, 
itching, cracking or peeling, or in rare cases, small blisters. It is unlikely, but possible, that 
a rash could develop.. No risk to study participants, other than those described above as 
‘reactions” are anticipated during the, study. Reactioi\s are usually due to irritation, 
although an allerg@ rea.ction might also.oqcur. If you beqome allergic, it&-possible thst 
future eicposures to the same ingredient may cause a’ skin‘ reaction. If this ocours, you Will 

‘_ 
c 

be provided with information to minimize the chance for future exposures. 

BENEFITS: You will not benefit from the applications of test article but the test results may 
allow a new or improved product to be marketed. 

ALTERNATlVE PROCEDURESnREATMENTS: Because you are not being treated for 
a medical condition, alternative treatments do not apply to this study. 

CONFIDENTIALITY: information concerning you that is obtained in connection with this 
study will be kept confidential by Hill Top Research, except that thesponsoring company 
whose product is being tested will receive a copy of the study data. The data will be coded 
to protect your identity. In addition, the U.S. Food and Drug Administration (FDA), the 
institutional Review Board (IRB), and foreign regulatory agencies may inspect the records 
of the study. Information obtained in the study may be .used for medical or scientific 
publication,. but .your identity will remain confidentjai. . .: 
MEDICAL TREATMENT: If in ftie course of this’ study you ‘experience illness, discomfort 
or injury that appears to be a result of the study, Hill Top Research will provide you with 
medical care at no cost to you. Providing such medical care is not an admission of legal 
responsibility. If such illness, discomfort or injury does occur, ask any staff member to 
arrange a meeting for you with the appropriate personnel. 

In cetiajn cases of illness or injury resulting from this study, workers’ compensation 
coverage may be available. In accordance with Ohio law, Hill Top Research has secured 
workers’ compensation coverage for participants in its studies and tests, and has paid and 
will pay appropriate premiums into the State Insurance Fund on behalf of such participants. . . , 

WHO TO CONTACT: If you have any questions about this study or in case of an 
emergencycontact Stacey, Study Coordinator, at 831-31?4, ext 2324 during business 
hours (M-F, 8:OO’;A.M. - 5:OO P.M.) or Ann Brady, Study Manager, at 83’1-3354 after hours. 
In addition, if you have any questions as to your rights as a research subject, contact the 

Institutional Review Board of Hill Top Research, Nancy J. Pelt, M.D., Chairman, at I- 513- 
831-3114. 
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VOLUNTARY PARTICIPATIONAMTHDRAWAL: Your participation in this research study 
is strictty voluntary. You may refuse to participate or may discontinue participation at any 

t 1 
time during the study without penalty or loss of benefits to which you are entitled. 

, 
If youagree to participate in this study, you are also agreeing to provide HiltTop Research 
with accurate information and to folloti study instructions’as given to you. If you fail to 
comply with study procedures, your participation may be terminated. 

Your participation in the-study may be discontinued at any time without your consent by the 
Investigator, the IRB, the FDA, or the sponsoring company. 

COMPENSATION: You will be paid $10.00 for the completion of this study. 

Payment wilj be made at the end of the study. 

There are no anticipated expenses to you for participating in this study. All test related 
materials will be provided at no cost to you. 

IFtB of 
Hill Ton Researcfi 

JUL.3 . 2001 
Approved 



Consent Form-2 
Page 4 of 4 

HTR Study No. 01-l 09083-I 1 
Page No.=- 10 

CONSENT TO PARTICIPATE 

*I know that my participation in this study is voluntary and that I have the right to refuse to 

t I participate. 1 know that I may withdraw from the study at any time without penalty or loss 
of beneftis to which I am otherwise entitled. If I withdraw or am dismissed for failure to 
obey rulesor follow directions, .I understand I will oniy.be paid for the Portion of the test that 
I have’ completed. If, in the‘ judgment of the Investigator, it is best to discontinue my 
participation in the study for other reasons, I will be paid either in full or for that portion of 
the test already completed. 

If I am a female of childbearing potential, I am not currently pregnant or nursing an infant. 
I am using an adequate means of birth control and, if I become pregnant or believe I have 
become pregnant, I will notify the Investigator immediately. 

CONSENT: I have read all of the above information and have been given an opportunity 
to ask questions about this study. Answers to such questions (if any) were satisfactory. 
I am eighteen years of age or older and freely and without reservation give my consent to 
serve as a subject in this study. By signing this form, I have not given up any of my legal 
rights as a research subject. 

Subject’s Name Printed: First Middle Initial Last 

C\ ] 

Subject’s Signature Date 

Signature of Person Conducting Consent Discussion Date 

SUBJECT SCREEN NO. 

SUBJECT NO. 

LRES of 
Hill Ton Researd? 

JUL 3 2001 
Approved 
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EICHIBIT B 

EVALUATION OF HEALTH CARE PERSONNEL HANDWASH 
SUBJECTINSTRUCTIONS 

Today you will be given a kit of products (bar soan, shampoo, and deodorant/antiuersuirant) to use 
exclusively during this study. Please set aside all products you normally use in these categories and use 
only the products in the kit. In addition, please refrain from using perfumes, deodorants or antiuersuirants 
(other than the ones furnished), powders and anti-dandruff hair shamuoos, and do not swim in a chemically 
treated pool or hot tub during the study. 

Beginning today, no bodv lotions, medicated creams or ointments should be applied to any area of your 
skin. Also, do not take any antibiotics. These medications may affect the bacteriaof the skin. If 
antibiotics are necessary due to illness, please report this to Hill Top Research at the phone number below. 

Please use the rubber gloves provided with the product kit for all household chores involving detergents, 
acid, alkalis, and solvents until the completion of the study. 

SUBJECT SCHEDULE 
‘TEST DAY 

Time of Visit: 

( ). Plan to arrive at the laboratory about JQ- minutes before your scheduled time. You are 
.-f expected to be prompt. 
2. Please wear clothing that will allow easy access to your hands. 
3. You will be required to remove all jewelry, watches, and bracelets before washing. 
4. You will undergo a supervised wash regimen at the laboratory. 
5. Approximate time at the laboratory - hours. 
6. Additional instructions will be provided for the Follow Up Visit. 

Tr 1. 
FOLLOW UP VISIT 

Time of Visit: 

1. A Dermatologist will check your hands for infection 
2. Approximate time at the lab -l/2 hour. 

If you have any questions regarding this study, please contact Stacey, Study Coordinator, at 83 l- 
3 114 ext. 2324 between 8:00 a.m. - 5:00 p.m, or Ann Brady, Study Manager, after hours and on 
weekends at 831-3354. 
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EXHIBIT C 
1 

Q ) . , 
SUBJECT’S INSTRUCTIONS FOLLOWING STUDY COlWfLETION 

You have just completed participation in a clinical study, “Efficacy Evaluation of Health Care 
Personnel Handwash Products”. During this study, your hands were in contact with a liquid 
containing bacteria (Serratia marcescens). Although we do not expect you to have any adverse 
experience as a result of participation in this study, there is a remote possibility that an infection 
may develop on your hands. 

To determine whether you have developed an infection from the test bacteria, we would like you to 
examine your hands and wrists daily. If you notice the appearance of any pimples, blisters or raised 
bumps surrounded by redness and/or swelling, please contact Stacey, Study Coordinator at (5 13) 
831-3 114 ext. 2324 during normal business hours (8:00 am- 5 pm) or Ann Brady at (513) 831-3354 
after hours. 

You are required to return to the test site for a follow-up visit. Your follow-up is scheduled for: 

i 
‘/_ ;i 

Date Time 

Thank you for your cooperation. 

JUL 3 2001 
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1.0 INTRODUCTION 
\ 

c 1 The FDA issued a tentative final monograph (Federal Register, Vol. 59, pp. 3 1402 to. 
31452, &me 17,1994) prescribing the use ofa health care personnel handwash method 
to demon&&e the antimicrobial efficacy of cleansing producti containing 
antimicrobial ingredients for frequent use. The method presented in the Monograph is 
based on an American Society for Testing Materials Standard Method for Evaluation 
of Health Care Personnel Handwash Formulation El 174-87 published in 1987. A 
revision of the ASTM Method was published in 2000 entitled Standard Test Method 
for Evaluation of the Effectiveness of Health Care Personnel or Consumer Handwash 
Formulations, El 174-00. This protocol is aligned with a revised version of the ASTM 
Method. 

The procedure is designed to simulate routine hand washing conducted for the purpose 
of reducing the level of hand contamination of health care personnel under conditions 
of frequent use. For this procedure a broth culture of Serratia marcescens, ATC!C 
14756, is used as an artificial contaminant bacteria on the hands. Activity is measured 
by comparing the number of marker bacteria removed from artificially contaminated 
hands after a single use of the hand washing formulation to the baseline number, the 
number recovered from contaminated unwashed hands. A similar comparison is made 
following the 1 lth wash of a’ multiple (11) wash procedure. Prior to each of the 
,mhes, the hands are artificially contaminated with the S. makescens. 

The method described in this protocol eliminates a shortcoming common to the 
Proposed Monograph version of the method. This method fails to provide procedures 
to assure adequate rapid neutralization of the antimicrobial in the handwash 
formulation. A neutralizer is only included in the hand sampling fluid used to sample 
the last wash and is omitted from the hand sampling fluid used to sample washes 
preceding the final wash. This failure to include neutralizers in the hand sampling 
fluid may provide data that falsely exaggerates the effectiveness of the antimicrobial 
handwash formulation. This issue is resolved in this protocol by requiring immediate 
neutralization in the hand sampling fluid at all sampling points. 

.2.0 OBJECTIVE 

The purpose of this study is to determine the ability of antim.icrobial hand-washing 
agents to give reduction of transient microbial flora (contaminants) when used in a 
hand washing procedure with a marker organism. 

June 21,200l 
Page 1 of 14 
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STUDY SPONSOR AND MONITOR 

The Dial Corporation 
15101 NorthScottsdale koad 

. ,Scottsdale, AZ 85254-2199 
Telephone No.: (480) 754-6495 
Fax No.: (480) 754-6180 

REPREjlENTATTVE: Janice Fuls 

INVESTIGATIVE ORGANIZATION AND PERSONNEL 

Hill Top Research, Inc. 
Main and Mill Streets 
Miamiville, Ohio 45147 
Telephone No.: (513) 83 l-3 114 
Fax No.: (513) 831-1217 

Investigator: Gayle I(. Mulberry, M.S. 
Technical Director 
Microbiological Services 

Sub%vestigators: Kathleen A. Baxter, B.S. 
Ann R. Brady, AS. 

Medical Consultant: E. Linn Jones, M.D., D.A.B.D. 

CLINICAL RESEARCH STANDARDS F- -- J 
The cliical investigation, including the informed consent, will be reviewed by an 
Institutional Review Board in accordance with Title 21 of the Code of Federal 
Regulations, Parts 50 and 56. Written approval by the Board must be obtained prior to 
the initiation of the study. 

The study will be conducted in compliance with the Good Cliical Practice 
Regulations, the Standard Operating Procedures of Hill Top Research, Inc., the 
Sponsor’s protocol and protocol amendment(s). 

June 21,2001 
Page 2 of 14 
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7.0 

7.1 

7.2 
7.2.1 
7.2.2 

7.2.3 

7.2.4 
7.2.5 

7.2.6 
7.2.7 

7.2.8 
7.2.9 

EXPERIMENTAL DESIGN 

This will be a two sample (&St article) study utilizing a direct paired comparison test 
design of baseline bacteria$ populations.vi. post ,treatment bade&l populations. The 
study‘will con&t of a One-weekpretest conditioning period and one day of treatment. 
Forty-five (45) subjects are expected to start and complete the study, thirty (30) using 
HTR Code A and fifteen (15) using HTR Code B. 

STUDY MATERIAL 

Test Article 
HTR Code Code and Descrintion 

A ~o;t~~dnulation: . 
Descriptibn: 

Foaming handwash 
3466-l 8 
thin colorless liquid 

B ~o;t~~d~ulation: . 
Descriptibnf 

Hibiclens 
3466-19 
clear red liquid 

.Equinment 
. 

Cdlony Counter - Quebec colony counter. 
Incubator - Any incubator capable of maintaining a temperature of 25 f 2°C may be 
used: 
Sterilizer - Any suitable steam sterilizer capable of producing the conditions of 
sterilization. 
Timer (stop-clock) - One that can be read for hours, minutes and seconds. 
Plastic Bags to Sample Hands - Low bioburden - such as Glad Food Storage Bags or 
equivalent, 29.2 cm.x 31.8 cm. (Note: Bioburden is determined according to Hill Top 
Microbiology Department SOP No. 11 -TOPC-20-00 16A.) 
Bacteriological Pipettes, Sterile - 10.0 @iL; 5.0 mL, 2.0 mL and 1 .O mL capacity. 
Water Dilution Bottles - Any container that can be sterilized, having a 150 to 200 mL 
capacity and a tight closure may be used. 
Test Tubes and Closures - Any of suitable size. 
Handwashing Sink - A sink of sufficient size to permit subjects to wash without 
touching hands to sink surface or other subjects. 

June 21,200l 
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7.0 STUDY MATERIAL (CONT.) 

t 1 . 7.2 Equipment (Cont.) 
7.2.io 

7.2.11 

7.2.12 

7.3 
7.3.1 

7.3.2 
7.3.3 

7.3.4 

7.3.5 
7.3.6 

8.0 STUDY POPULATION 

Water faucets r located above the sink at a hei&{ which permits the hands: to be held 
higher’than the elbow during the wa&.in& procedure. 
Tap Water Temperature Regulator and Temperature Monitor - To monitor and 
regulate water temperature of 40 f 2°C. 
Erlenmeyer Flask - 2 L capacity for culturing test organism. 

Reagents and Materials 
Kit Products for Washout Period: non-antimicrobial bar soap and shampoo, roll on 
antiperspirant/deodorant, rubber gloves, and disposable poly gloves. 
Baby San@ liquid castile soap. Ecolab Inc. 
Stripping Fluid with Neutralizer - 0.075M phosphate buffer with 0.1% Triton X-l 00 
(dissolve 0.41 g KHzP04, 10.3 g Na$IPO,, apd 1.0 g Triton X-100 in 1-L distilled 
water containing an inactivator which rapidly quenches the antimicrobial activity of 
the test article(s). Final pW 7.8 & 0.1. Final volume 75 f 1.0 mL). 
Dilution Fluid - Butterfield’s phosphate buffered water (or other suitable diluent) 
containing an antimicrobial inactivator specific for the test formulation. 
Plating Medium - Trypticase Soy Agar 
Tryptic Sty Broth (BBL. or Difco) 

Test Microorganism 
Serrirtia marcescens, ATCC 14756 is to be used as a marker organism. 

Au adequate number of potential subjects will be enrolled into the pre-test 
conditioning period in order to provide 45 subjects who fulfill the criteria described 
below and who complete the study. Thesubjects will be randomly assigned to two 
treatment groups, one for each test article. Subject eligibility will be based upon 
information provided in the Demographics/Dermatological/ Medical History Form 
(DCF 1) and the Inclusion/Exclusion Form (DCF 2); and coepletion of a written 
informed consent (Exhibit A). 

June 21,200l 
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i. I 8.1 

8.1.1 . 
8.1.2 
8.1.3 

‘8.1.4 

8.1.5 

8.1.6 

8.1.7 
8.1.8 

8.1.9 

8.1.10 

i ) 
8.1.11 

. I 8.2 

8.2.1 
8.2.2 

8.2.3 
8.2.4 
8.2.5 
8.2.6 
8.2.7 
8.2.8 

8.2.9 

SIVDY POPULATION (CONT.) 

Subject Inclusion Criteria 
Subjects vvill be eligible for enrolhent if they: 
ke a male or ‘female, 18 &rough 65 y&us old; 
H+ve signed a written informed consent (Exhibit A); ’ 
Are in good health, as evidenced by response to the Demographics/Dermatological/ 
Medical History Form (DCF 1); 
Have hands and wrists that are free of dermatoses, cuts, lesions, and other skin 
disorders; 
Have fingernails that are clean and extend no .longer than approximately one (1) mm 
past the nail bed; 
Are willing to refrain from using antimicrobial soaps (liquids and/or bars) for bathing, 
showering, and hand washing during the entire study; 
Are willing to refrain from using anti-dandruff shampoo during the entire study; 
Are willing to refrain from using medicated/antibacterial lotions and creams during the 
entire study, unless prescribed by a physician for an intercurrent illness; 
Are willing to refrain from using topical steroids during the entire study, unless 
prescribed by a physician for an intercurrent illness; 
Are willing to refrain form using topical or systemic antibiotic medication &.ui.ng the 
entire study, unless prescribed by a physician for an intercurrent illness; and 
Are willing to comply with all study protocol requirements. 

Subject Exclusion Criteria 
Subjects will not be enrolled in the study if they: 

Are currently participating in another clinical study at this or any other facihty; 
Have participated in any type of arm or hand wash study within the past seven (7) 
days; 
Have cuts, scratches, or other skin disorders on their hands or wrists; .c -,- 
Have soap, detergent, and/or perfume allergies; 
Have eczema or psoriasis on their hands or wrists; 
Are curi$ntly pregnant; 
Are currently lactating; 
Have been medically diagnosed as having a medical condition such as: diabetes, 
hepatitis, an auto-immune disorder, an organ transplant, or AIDS (or HIV positive); 
and/or 
Have any other medical condition, which in the opinion of the Investigator(s) would 
prechtde participation. 

8.2.10 Have artificial nails or nail tips. 

June 21,200l 
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,, 8.0 STUDY POPULATION (CONT.) 

t :) 8.3 
8.3.1 
83.2 
8.3.3 

9.0 SUBJECT WITJ3DRAWA.L 

10.0 PROCEDURE 

10.1 

10.2 

‘Other Study Restrictions 
Subjects should not <se Amy .othei perqoml cleansini products. 
Subjects should avoid chemically treated pools and hot tubs. 
Subjects should avoid exposing their hands to harsh cleaning products, chlorine, or 
solvents. 

After admission to the study, the subject may withdraw at any time for any reason. If 
possible, the reason for withdrawal will be recorded. 

The study will be divided into three phases; subject enrollment period, a pre-test 
washout (conditioning) period of at least one week duration, and a one day test period. 

Subject Qualification and Enrollment 
Prospective subjects will visit the test facility to be screened for their eligibility to 
participate in the study. Eligibility will be based upon information provided in the 
DemographicsiDermatological/ Medical History Form (DCF 1) and the 
Inclusion/Exclusion Form (DCF 2); and completion of a written informed consent 
(Exhibit A). Qualified subjects will be given non-antibacterial containing soap, 
shampoo, roll-on-antiperspirant/deodorant, several pairs of disposable poly gloves, a 
pair of rubber gloves, a copy of the Subject’s Study Instructions (Exhibit B). They will 
be instructed to use the soap, shampoo, antiperspirant/deodorant, poly gloves and 
rubber gloves and to follow the written instructions for the entire study period, 

5 . . . , 
Washout Period 
This period will last at letit seven (7) days. Subjects will continue to follow the 
special study restrictions, use the non-antibacterial soap, shampoo, and 
antiperspirant/deodorant, rubber gloves and poly gloves. 

June 21,200l 
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10.0 PROCEDURE (CONT.) 

( ) / 10.3 Test Day, Schedule 
qn the day of the test period, subjects will return to the test facility. Their hagds and 
wrists will be re-examined to ensure that they are still free of cuts, lesions, and other 
skin disorders. They will also be asked ifthey have had any illnesses or taken any 
medications (proprietary or prescribed) ordered by a physician since the last visit (DCF 
3). Subjects who still meet the study criteria will be eligible to continue on the study. 
Subjects continuing on the study will be assigned a permanent subject number. 

The folIowing outlines the schedule of procedures for the test day: 
a. Subjects will wash with a mild soap for 15 seconds. (Section 10.3.1) 
b. Subjects’ hands will be contaminated and baseline sampling performed. 

(Section 10.3.2) 
C. Subjects’ hands treated with the test articles, each treatment preceded by hand 

contamination. (Section 10.3.3) 
d. Following treatments 1 and 11, subjects hands are sampled for post-treatment 

count and the S. marcescens in the sampling fluid enumerated. (Sections 10.3.5 
and 10.3.6). 

e. Following each sampling of subject’s hands the hands are rinsed with warm 
water. 

f. After the hand sampling following treatment 11, the Subjects’ hands will be 
rinsed with water, washed with Hibiclens and treated with 70% Isopropyl 

. Alcohol (Section 10.3.7) for at least 30 seconds and allowed to air dry. 

10.3.1 Conditioning Wash 
All subjects, prior to the baseline sampling perform a 15-second wash using a non- 
antimicrobial liquid soap, Baby San@ (Section 7.3.2). This procedure, described 
below, removes oil and dirt and familiarizes the subjects with the treatment 
procedure. 

10.3.1-l Five mL of Baby San@ Soap is dispensed into cupped hands and distributed over all 
surfaces of the hands taking care not to lose the substance. 

10.3.1.2 After the material is spread, a small amount of tap water 40 -f 2°C is added, and the 
hands and lower third of the forearms are completely lathered for 15 seconds in a 
vigorous manner. 

10.3.1.3 The hands and forearms are then rinsed under running tap water 40 rt 2°C for 30 
.seconds. 

10.3.1.4 The hands are thoroughly dried with a disposable paper towel. 

June 21,200l 
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,_’ 10.0 PROCEDURE (CONT.) 

t ) 10.3.2 Baseline Bacteria Count 
After completing the conditioning; w&h, a total volume of 4.5 mL of % mapxcens, 
ATCC 14756 suspension (Section 10.4), (minimum of 10’ org&isms per’mL) is 
added into the subjects’ cupped hands in 1.5 mL increments. After each 1.5 mL 
aliquot is added, the suspension is rubbed thoroughly over the surface of both hands, 
not going above the wrist. Each application and spreading should last approximately 
twenty (20) seconds. Between each ahquot the hands will be held away from the 
body and allowed to air dry for approximately thirty (30) seconds. Following the 
third 1.5mL aliquot the hands are held motionless away from the body and allowed 
to air dry for 90 zt 5 seconds. 
(NOTE: The hands may not be completely dry at this time.) 

Plastic bags having documented low bioburden, (Section 7.2.5) are placed on the 
subject’s right and left hands. A 75 mL aliquot of stripping solution (Section 7.3.3) 
is aseptically added into each bag and the bacterial sampling procedure’ is carried out 
as described under Section 10.3.5 (Bacterial Sampling Procedure). The hands and 
forearms are then washed thoroughly with castile soap (Section 7.3.2) and dried. 

10.3.3 Multiple Treatment Procedure 
Prior to each treatment, the subject’s hands will be contaminated with 4.5 mL of the 
S. marcescens suspension as described in Section 10.3.2 i’) . 

After completing the contamination step, the subjects perGorm a treatment with the 
assigned test article, under close supervision. The treatment procedure follows that * 
described in the Section 10.3.4 (Method for Treating Hands). The lower third of the 
forearm is to be included in the wash procedure. 

This procedure is repeated a total of 11 times with at least five minutes between each 
treatment. immediately afier compl&g the 1st and 1 lth treatments, the hands are 
sampled as described in Section 10.3.5 (Bacterial Sampling Procedure). 

10.3.4 Method for Treating Hands 

10.3.4.1 Test Article HTR Code A - Dispense two (2) pumps ( 3.2 mL) from the test article 
container into cupped palm of one hand and distribute over all suffaces of both 
hands. The material is worked vigorously over all surfaces of the hands and lower 
third of the forearm for thirty (30) seconds. (A small amount of water may be added 
to moisten the hands if necessary after approximately 15 seconds.) Particular 
attention is to be paid to the area between the fingers, beneath the nails and around 
the thumb. Rinse hands under running tap water for 30 seconds. 
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10.0 ; PROCEDURE(CONT.) 

(. ) 10.3.4.2 Test Article HTR Code B - Inrn?ediately prior to treating the hands are to be, wetted with 
small amount of .water by pasgmg hands rapidly under the tap. Dispense 5.0. ml, from a. 
syringe into cupped palm of one hand and distribute over ‘all surfaces of both hands. The 
material is worked vigorously over all surfaces of the hands and lower third of the 
forearm for fifteen (15) seconds. Particular attention is to be paid to the area between the 
fingers, beneath the nails and around the thumb. Rinse hands under running tap water for 
30 seconds. 

NOTE: After treatments that are not followed by a sample collection, the subjects will 
thoroughly dry their hand and forearms with a disposable paper towel. 

10.3.5 Bacterial Sampling Procedure 
Plastic bags having low bioburden (Section 7.2.5) will be placed on the subject’s 
right and left hands. A 75 mL ahquot of stripping fluid with neutralizer (Section 
7.3.3) is aseptically added into each bag. The bag on each hand is secured and 
massaged for one minute in a uniform manner by a lab technician. An aliquot of the 
fluid is aseptically obtained directly from the bagged hands within one minute of 
completing the massaging and immediately placed into tubes containing sterile 
Dilution Fluid (Section 7.3.4). 

Fluid samples for bacteria counts are to be labeled by an Investigator derived code so 
that the individuals who prepare the plates and count the colonies are unaware of the 
sources of the sampling solution. 

After each bacterial sampling, subjects will rinse their hands under running warm tap 
water 40 f 2°C to help remove residual stripping fluid. 
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;, 10.0 PROCEDURE(CONT.) 

t. i 10.3.6 

10.3.1 

Bacterial Counts of Samplmg Solution 
Aliquots of the stripping fluid or ‘dilutions of the fluid are spread plated in duplicate 
on Trypticase Soy Agar plates (Se&ion 7.3.5). 

The dilutions of the baseline sample plated represent dilutions of lo4 through lOa of 
milliliter ahquots of the stripping fluid The aliquots or dilutions of the treatment 
sample fluid plated represent dilutions of 10’ through 10”’ milliliter aliquots of the 
stripping fluid. 

The prepared plates are to be incubated for 48 & 4 hours at 25 f 2°C. Standard plate 
counting procedures are used to count only red pigmented colonies. The actual plate 
counts are recorded on the form entitled Handwash Bacterial Count Form (Data a 
Collection Form 4). 

Disinfection of Hands 
After the final sampling is completed, subjects‘ hands and wrists will be rinsed with 
water, washed for at least sixty (60) seconds with 5mL of Hibiclens then treated for 
at least thirty (30) seconds with 70% Isopropyl Alcohol and allowed to air dry. 

To ensure that any delayed adverse events, such as primary skin infections, are 
reported to the Study Investigator, all test subjects will be given a copy of Subjects’ 
InStructions Following Study Completion (Exhibit C) before leaving the clinical site 
after they have completed the study. This sheet will instruct the subjects to examine 
their hands daily until the fmal scheduled visit for the presence of pimples, blisters, 
or raised, red itching bumps surrounded by erythema and/or edema that may be 
indicative of a skin infection. Subjects, who notice such lesions, will be instructed 
to call the clinical test site. The subjects will return to the clinical test site within 
four (4) to eight (8) days after the study procedures have been completed to have 
their hands examined by the Medical Consultant. The Medical Consultant will 
complete Data Collection Form 6 for each subject on their follow-up visit. 
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10.0 P~OCEDURE(CONT.) 

( 1 lo,? Marker Organism and Preparation . 
?S. marcescens, ATCC 14756 will be used to ,challenge the efficacy of the test 
materials. 

A stock culture of 8. marcescens, ATCC 14756 is prepared by aseptically transferring 
at least three isolated colonies from an agar plate to 10 mL of sterile Tryptic Soy Broth 
(TSB) (Section 7.3.6) which is then incubated at 25 f 2°C for 24 f 4 hours, A series 
of at least three but no more than ten 24 hour broth transfers are made in 10 mL of 
TSB from this broth culture. If testing occurs on multiple days, it is desired to use a 
test culture the same number of transfers from the source. 

A 2-liter flask containing 1000 mL of TSB is inoculated with 1 .O mL of a 24-hour 
broth transfer. The flask is incubated for 24 f 4 hours at 25 f 2°C. Prior to any 
withdrawal of culture, whether for hand contamination or for numbers assay, the 
suspension is stirred or shaken. A suspension is not used for more than eight hours. 

The suspension is assayed for the number of organisms at the beginning and end of 
the use period. 

il ) 
11.0 DATAEVALUATION 

The number of colony forming units (CFU) recovered ,per sample dilution will be 
tabulated. The total number of CFU per mL of sampling solution will be calculated as 
well as the number per hand. 

The data will be evaluated using parametric statistical analyses as follows: 

Bacterial counts recovered from the handswill be transformed into log counts. The log 
count of each subjects left and right hand will be averaged. The changes from baseline 
counts at each sampling interval will be obtained for each test article. 

An analysis of variance will be performed on the data to: 
Compare baseline counts of subjects assigned different test articles. 
Evaluate the effectiveness of each treatments as a function of the number of treatments 
(within ti-eatment analysis). 
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Q 1 12.0 ADVERSE EXPERIENCES 
. 

12.1 Definitions 
An Adverse Event/Experience is-aki unexpected or undesirable experience ticcurring 
to a subject during a study, which may or may not be related to the test article. All 
adverse event/experiences will be recorded (Data Collection Form 5) and reported 
according to the Standard Operating Procedures of HilI Top Research, Inc. 

A Serious Adverse Drug Event/Experience is any adverse drug experience occurring 
at any dose that results in any of the following outcomes: 
l death, 
0 a life-threatening adverse drug experience; 
0 inpatient hospitalization or prolongation of existing hospitalization; 
l ’ a persistent or significant disability/incapacity; 
l a congenital anomaly/birth defect 

Important medical event/experiences that may not result in death, be life-threatening, 
or require hospitalization may be considered a serious adverse drug experience when, 
based upon appropriate medical judgment, they may jeopardize the patient or subject 
and may require ‘medical or surgical int&verition to prevent one o’f the o&comes listed 
in this definition. 

An Unexpected Adverse Drug Event/Experience is any adverse drug event/ 
experience not listed in the current labeling for the test article or the current 
investigator’s brochure 

12.2 Follow-up 
If au Adverse Event/Experience occurs, the subject under the direction of the 
Investigator (or designee), may be referred to Hill Top’s consultant physician for c: .- treatment. 

Serious or Unexpected Drug Even$&xperience will be followed to resolution to the 
extent possible (e.g., medical attention by subject’s primary care physician). 

12.3 Notification 
The sponsor will be notified of all adverse event/experiences. Any Serious or 
Unexpected Adverse Drug Event/Experience which occurs during the study must be 
reported promptly by the investigator to the sponsor and the reviewing IRB, where 
applicable, within 24-hours of the information being reported to Hill Top Research, Inc. 
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14.0 

15.0 

16.0 

17.0 

INTERCURRENT ILLNESS REPORTING 

If a subject reports that he/she has had an intercurrent illness during the wash-out 
period or during the o&‘(l) day test @xiod, the il@e,ss and any new medic&on taken 
~$11 be documented on DCF 3. The subject may be dkcontimied fioirn the. study at the 
discretion of the Investigator(s). 

CONCOMITANT MEDICATION 

If the subject has taken any medication (proprietary or prescribed) ordered by a, 
physician, information pertaining to that medication intake will be recorded 
appropriately on either DCF 3 or DCF 5. 

DEVIATIONS FROM PROTOCOL 

Any minor deviations from the protocol, not previously agreed to by the Sponsor and 
Investigator(s), that occur during the conduct of the study will be documented. 

REPORT 

The final report will summarize the method, data and conclusions relative to the test 
articles and the subjects. Source data will be retained by the testing facility on 
microfilm. The original source data will be maintained according to the investigator’s 
standard operating procedure. A copy of the source documents may be obtained upon 
request of the Study Sponsor. Copies of transcribed data will be incorporated in the 
report. 

b 

NOTICE 

No amendments to the protocol will be permitted without approval from the Study 
Sponsor, Investigator and where applicable, the Institutional Review Board. ‘Such 
changes will be documented in writing. Approval by the Board must be obtained prior 
to initiation of the amendment. 

June 21,200l 
Page 13 of 14 



HTR Study No,: 01-109083-l 1 

' t. J 18.0 PROTOCOLAPPROVAL 

Investigator 

By: 
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SAMPLE CONSENT FORM 



institution: Hill Top Research, Inc. HTR Study No. 01-l 09083-I I 
Investigator: Gayle K. Mulberry, M.S. Page No. %- 1% 
Study Title: “Efficacy Evaluation of Health Care Personnel Handwash Products” 

. CONSENT FORM 
i 

( ,hTRODUCTION: You are being asked to take part in a research study. Before you give 
your consent to be a subject, it is imp&tar? that you take enough ‘tir@  to read and 
understand what your participation wotild involve. In preparing’ this consent form, it has 
been necessary to use some technical language. Please ask questions if there is anything 
you do not understand. 

You wili be given a signed copy of this consent form and any other necessary written 
information prior to the start of the study. 

PURPOSE: The purpose of this research study is to measure the ability of three liquid 
soap products to reduce the number of bacteria on the hands after repetitive use. 
Approximately ninety (90) people between and including the ages of 18 - 65 will be 
screened as potential subjects in this study. Forty-five (45) subjects are expected to 
complete the three-visit study. 

TEST ARTICLES: One of the test articles is experimental antibacterial liquid soap product. 
The other test article is a marketed antibacterial liquid soap product. One product will be 
randomly assigned to each participating subject. 

: Prior to enrolltient in the’test, you will be,asked to complete a 
3rief me.dical history questionnaire. It is possible that you may not be able to participate 

” \ ]tbased on your answers to these questions. If you qualify, you will be given a kit containing ,’ non-antibacterial bar soap, shampoo, Ban@ antiperspirant/deodorant, and rubber and poly 
gloves to be used at least one week prior to the start of the actual study. You will be given 
written instructions on how to use the kit. , 

After at least one week, you will be required to return to the lab. You will be asked to 
complete another brief medical history questionnaire. It is possible that you may not be 
able to participate based on your answers to these questions or the condition of the skin 
on your hands and wrists. You will wash your hands with a non-medicated soap. Then, 
your hands will be contaminated with a watery liquid containing a non-harmful bacteria 
(Serrafia marcescens). This liquid containing the bacteria will be spread over the surfaces 
of the hands, and the hands will be allotied to air dry. Following air drying, the hands will 
be sampled. Sampling is accomplished.by having you place your hands into large plastic 
bags to which will be added a mild soap-like solution. A laboratory technician will massage 
each bagged hand for one minute. The hands will be removed from the bags and the 
solution from each bag wili be tested to determine the number of test bacteria added to the 
hands. Following the baseline sampling, your hands will be rinsed with tap water and 
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washed with a non-medicated soap and dried. You will then begin the treatment part of 
e study. Prior to each treatment, your hands will be contaminated with bacteria as 

e. Your hands and wrists will then be treated (washed) -with the test 
ng specific instructions. Your hands will be contaminated and treated I I 

times. Your hands will be sampled (to d&ermine the tiktbqof bacteria removed .or killed 
by treatment) after the. i” and 1’1 th -washes. After the lst wash and sampling, the hands, 
are rinsed with tap water. Following the last sampling, your hands will be rinsed with’water, 
washed with HibiclensB, an antimicrobial soap and treated with alcohol, prior to leaving the 
lab. 

After completing the treatment visit and until your follow-up visit, you wit1 need to check the 
skin on your hands each day for any pimples, bumps or rashes. Within four to eight days 
after you have completed treatment, you will be required to return to the lab for a follow-up 
visit. Your hands will be checked for infection by a Dermatologist trained in observing 
infection. 

FEMALES OF CHILDBEARING POTENTIAL: You may not participate in this study if you 
are pregnant or nursing. As part of giving your consent you must agree to have a urine 
pregnancy test at the start of the study. 

RISKS: The risks associated with this test. are primarily related to contamination with the 
test bacteria. For healthy persons,’ the possibility of a ‘skin infection’exists; however, this 
possibility is remote because, (1) test bacteria are applied only to intact skin, and (2) the 

,I a skin is cleansed with antibacterial products following contact with the test bacteria. 
1_ ,J 

You may also develop a reaction on your hands from the test materials. A reaction could 
be redness, swelling, itching, cracking, peeling, or in rare cases, blistering. 

No risks to you as a study participant, other than those described above, are anticipated 
during the study. Reactions are usually due to irritation, although an allergic reaction might 
occur. If you become allergic, it is possible that future exposures to the same ingredient 
may cause a skin reaction. If this occurs, you.%vill be provided with information to minimize 
the chance for future exposures. 

You may experience risks or-side effects that are, not known at this time. You will be 
informed in a timely manner if new information becomes available that may influence your 
willingness to continue in this study. 

BENEFITS: You will not benefit from the applications of test article but the study results 
may allow a new or improved product to be marketed. 

ALTERNATIVE PROCEDURESRREATMENTS: Because you are not being treated for 
a medical condition, alternative treatments do not apply to this study. 
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CONFIDENTIALI;P/: Information concerning you that is obtained in connection with this 
dy will’ be kept confidential by Hill lop Research, except that the sponsoring company 
ose product is being tested willreceive a copy of the study records. The records will be 
ed to protect your identity. In addition, the Institutional, Review Board (IRB) and 

government regulatory agencies, including the US. Food and Drug Administratiin (FDA), 
may inspeh the records of the study. lnformation obtained in the study rnav be used for 
medical or scientific publication, but your identity will remain confidential. 

MEDICAL TREATMENT: If in the course of this study you experience /Ilness, discomfort 
or injury that appears to be a result of the study, Hill Top Research will provide you with 
medical oar-e. at no cost to you. Providing such medical care is not an admission of legal 

\ responsibility. If such illness, discomfort or injury does occur, ask any staff member to 
arrange a meeting for you with the appropriate personnel. 

In certain cases of illness or injury resulting from this study, workers’ compensation 
coverage may be available. In accordance with Ohio law, Hill Top Research has secured 
workers’ compensation coverage for participants in its studies and tests, and has paid and 
will pay appropriate premiums into the State Insurance Fund on behalf of such participants. 

WHO TO CONTACT: If you have any questions about this study or in case of an 
emergency,. contact Stacey, Study Coordinator, at 831-3114, ext. 2324 during business 
hours (M-F,-8:OO A.M. - 5:80 P.M.) or Ann Brady, Study Manager, at 831-3354 after hours. 

r In addition, if you have any questions as to your rights as a research subject, contact the 

4. ,j ’ Institutional Review Board of Hiil Top Research, Nancy J. Pelt, M.D., Chairman, at l-513- 
831-31 14. . 
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VOLUNTARY PARTIGIPAT~ONNVITHURAWAL: Your participation in this research study 
strictly voluntary.. You may refuse to participate or may discontihue participation at any 
e during the study without penalty or loss of benefits to which you are othetwise entitled. 

.If you airee to participate in this study, &I are also agreeing to provide Hill Top Research 
. witti accur&e inform&ion and to‘follow study instructions &s giien ,to ydu. If you fail to 

zomply with study procedures, your participation may be terminated. 

Your participation in the study may be discontinued at any time without your consent by 
the Investigator, the IRB, the FDA, or the sponsoring company. 

CQMPENSATION: You will be paid $80.00 for the completion of this study. You wiil be 
compensated according to the following schedule: 

If you complete Visit 1 You will receive $0* 
If you do not qualify Visit 2 you will receive $10.00 
If you qualify but are Visit 2 you will receive $20.00 
eliminated as an 
extra subject 
If you complete Visit 2 you will receive $50.00 
If you cornpIe Visit 3 you will receive $80.00 _’ 

*No payment-kit products given. 

!I II Payments wil! be made at the end of the study. 
-’ 

There are no anticipated expenses to you for participating in this study. AIt test related 
materials will be provided at no cost to you. (Soap, shampoo, roll-on 
antiperspirant/deodorant and gloves) 
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CONSENT TO PARTICIPATE 

know that my participation in this study is voluntary and that I have the right to refuse to 
rticipate. I know that I may withdraw from the study at any time without penalty or loss 
benefits to which I am otherwise entitled. If I withdraw or am dismissed for failure to 

obey rures or follow directions, I, understand I w\ll’onlybe paid for the’portion of the study 
that I have completed. if, in the judgment of-the Investigator, it is best to discontinue my 
participation in the study for other reasons, I will be paid either in full or for that portion of 
the study already completed. 

If i am a female of childbearing potential, I am not currently pregnant or nursing an infant. 
1 am using anadequate means of birth control and, if I become pregnant or believe I have 
become pregnant, I will notify the Investigator immediately. 

CONSENT: I have read all of the above information and have been given an opportunity 
to ask questions about this study. Answers to such questions (if any) were satisfactory. 
I am eighteen years of age or older and freely and without reservation give my consent to 
serve as a subject in this study. By signing this form, I have not given up any of my legal 
rights as a research subject. 

Subject’s Name Printed: First Middle Initial Last 

Subject’s Signature Date 

Signature of Person Conducting Consent Di&u&ion Date 

SUBJECT SCREEN NO. 
SUBJECT NO. 
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Study Title: “Efficacy Evaluation of Health Care Personnel Handwash Products” 
Neutralizer Validation Study 

i 
t. I 

CONSENT FORM-Z 

INTRODUCTION: You are being asked to take part in a researcti study. Before you give 
your consent to be a subject, it is important that you take enough’ time to read ,and 
understand what your participation would involve. In preparing this.consent form, it has 
been necessary to use some technical language. Please ask questions if there is anything 
you do not understand. 

You will be given a signed copy of this consent form and any other necessary written 
information prior to the start of the study. 

PURPOSE: The purpose of this research study is to assure that the materials used in the 
main study, for growing and counting bacteria recovered from the hands of subjects, will 
allow the growth of the bacteria. Approximately two (2) people between and including the 
ages of 18 - 65 will be screened as potential subjects in this study. Two (2) subjects are 
expected to complete the one visit study. 

TEST ARTICLES: One of the test articles is an experimental antibacterial liquid soap 
,product and the other test article is a marketed antibacterial liquid soap product. One 
product will be randomly assigned to each participating subject. 

i STUDY PROCEDURES: As a participant, your hands and wrists will be washed eleven 
( -i’ : ,: times following specific directions. Your hands will be sampled after the first and eleventh 

wash. Sampling is accomplished by having you place your hands into large plastic bags 
to which will be added a mild soap-like solution. A laboratory technician will massage each 

. bagged hand for one minute. Your hands will be removed from the bags and the solution 
from each bag will be taken to the laboratory. The solution collected after massaging will 
then be tested to determine if it can be neutralized to allow growth of bacteria, which the 
laboratory will add to it. Following the sampling, you will rinse youi hands and forearms 
in tap water. .rA _ - . 

FEMALES OF CHILDBEARING POTENTIAL: You may not participate in this study if you 
are pregnant or nursing. As part of giving your consent you must agree to have a. urine 
pregnancy test at the start of the study. 
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RISKS: Your hands may show a “reaction.” A “reaction” could be redness, swelling, 
9hing;cracking or peeling, or in rare cases, small blisters. It is unlikely, but possible, that ’ 

c li 
rash could develop. No risk to study, participants, other than those described above as 

. reactions” are anticipated during the study. Reactions are usually due to irritation, 
although an allergic reaction might also occur. If you become allergk& it is possible that 
future expdsures to the same ingredient may cause a skin’ reaction. If this occurs, you till 
be provided with information to minimize the chance for future exposures. 

BENEFITS: You will not benefit from the applications of test article but the test results may 
allow a new or improved product to be marketed. 

ALTERNATIV’E PROCEDURES/TREATMENTS: Because you are not being treated for 
a medical condition, alternative treatments do not apply to this study. 

CONFIDENTIALITY: Information concerning you that is obtained in connection with this 
study will be kept confidential by Hill Top Research, except that the sponsoring company 
whose product is being tested will receive a copy of the study data. The data will be coded 
to protect your identity. In addition, the U.S. Food and Drug Administration (FDA), the 
Institutional Review Board (IRB), and foreign regulatory agencies may inspect the records 
of the study. Information obtained in the study may be used for medical or scientific 
publication, but your identity will remain confidential. 

MEDICAL TREATMENT: If in the course of this study you experience illness, discomfort 

i 
,‘or injury that appears to be a result of the study, Hill Top Research will provide you with 

1 medical care at no cost to you. Providing such medical care is not an admission of legal 
responsibility. If such illness, discomfort or injury does occur, ask any staff member to 
arrange a meeting for you with the appropriate personnel. 

In certain cases of illness or injury resulting from this study, workers’ compensation 
coverage may be available. In accordance with Ohio law, Hill Top Research has secured 
workers’ compensation coverage for participants in its studies and tests, and has paid and 
will pay appropriate premiums into the State Insurance Fund on behalf of such participants. 

WHO TO CONTACT: If you have any questions about this study or in case of an 
emergency, contact Stacey, Study Coordinator, at 831-3114, ext. 2324 during business 
hours (M-F, 8:00 A.M. - 500 P.M.) or Ann Brady, Study Manager, at 831-3354 after hours. 
In addition, if you have any questions as to your rights as a research subject, contact the 

Institutional Review Board of Hill Top Research, Nancy J. Pelt, M.D., Chairman, at 4- 513- 
831-31 14. 
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VOLUNTARY PARTlCIPAl~ONMKf’HDRAWAL: Your participation in this research study 
strictly voluntary. You may refuse to participate or may discontinue participation at any 

me during the study without penalty or loss of benefits to which you are entitled. 

If you agree to participate in this study, ,you are also agreeing to provide Hill Top Research 
with accurate information and to follow study instructions as given to you. If you fail to 
comply with study procedures, your participation may be terminated. 

Your participation in the study may be discontinued at any time without your consent by 
the Investigator, the IRB, the FDA, or the sponsoring company. 

COMPENSATION: You will be paid $10.00 for the completion of this study. 

Payment will be made at the end of the study. 

There are no anticipated expenses to you for participating in this study. All test related 
materials will be provided at no cost to you. 
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CONSENT TO PARTICIPATE 

t know that my participation in this study is voluntary and that I have the right to refuse to 

0 
articipate. 1 know that I may withdraw from the study at any time without penalty or loss 

,. of benefits to which I am otherwise entitled. if I withdraw or ,am dismissed for failure to . . 
obey rules or follow directions;I understand .I will only be paid for the portion of the test that 
I have completed; If, in the judgment of the Investigator, it is best to discontinue my . 
participation in the study for other reasons, I will be paid either in full or for that portion of 
the test already completed. 

If I am 6 female of childbedring potential, I am not currently pregnant or nursing an infant. 
I am using, an adequate means of birth control and, if I become pregnant or believe I have 
become .pregnant, I will notify the Investigator immediately. 

CONSENT: I have read all of the above information and have been given an opportunity 
to ask questions about this study. Answers to such questions (if any) were satisfactory. 
I am eighteen years of age or older and freely and without reservation give my consent to 
serve as a subject in this study. By signing this form, I have not given up any of my legal 
rights as a research subject. 

Subject’s Name Printed: First Middle Initial Last 

fy ,j 

Subject’s Signature Date 

Signature of Person Conducting Consent Dis&%ion 

SUBJECT .SCREEN NO. 

SUBJECT NO. 

Date 
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EXHIBITB 

t j EVALUATION OF HEALTH CARE PERSONNEL HANDWASH 
SUBJECTINSTRUCTIONS ’ 

Today you will be given a kit of products (bar soap, shamnoo, and deodora&antinersnirant); to use 
exclusively during this study. Please set aside all products you normally use in these categories and use 
only the products in the kit. In addition, please refrain from using perfumes. deodorants or antinersrGmnts 
(other than the ones furnished), powders and anti-dandruff hair shamnoos, and do not swim in a chemicallv 
treated no01 or hot tub during the study. 

Beginning today, no bodv lotions. medicated creams or ointments should be applied to any area of your 
skin. Also, do not take any antibiotics. These medications may affect the bacteria of the skin. If 
antibiotics are necessary due to illness, please report this to Hill Top Research at the phone number below. 

Please use the rubber gloves provided with the product kit for all household chores involving detergents, 
acid, alkalis, and solvents until the completion of the study. 

SUBJECT SCHEDULE 
TEST DAY 

Time of Visit: 

; ) Plan to arrive at the laboratory about 10 minutes before your scheduled time. You are 
expected to be prompt. 

’ 2. Please wear clothing that will allow easy access to your hands. 
3. You will be required to remove all jewelry, watches, and bracelets before washing. 
4. You will undergo a supervised wash regimen at the laboratory. 
5. Approximate time at the laboratory - hours. 
6. Additional instructions will be provided for the Follow Up Visit. 

c 
FOLLOW UP VISIT 

Time of Visit: 

1. A Dermatologist will check your hands for infection 
2. Approximate time at the lab -l/2 hour. 

If you have any questions regarding this study, please contact Stacey, Study Coordinator, at 83 1: 
3 114 ext. 2324. between 8:00 a.m. - 5:OO p.m. or Ann Brady, Study Manager, after hours and on 
weekends at 831-3354. 



HTR Study No.: 01-109083-l 1 
Page:>- ax 

EXHIBIT C 

t f _ 
-SUiW&CT'S INSTRUCTIONS FOLLO'WING STUDY COMPLETION 

. 
You have just completed participation in a clinical study, “Efficacy Evaluation’of Ikalth Care 
Personnel Handwash Products”. During this study, your hands were in contact with a liquid 
containing bacteria (Serratia marcescens). Although we do not expect you to have any adverse 
experience as a result of participation in this study, there is a remote possibility that an infection 
may develop on your hands. 

To determine whether you have developed an infection fkom the test bacteria, we would like you to 
examine your hands and wrists daily. If you notice the appearance of any pimples, blisters or raised 
bumps surrounded by redness and/or swelling, please contact Stacey, Study Coordinator at (513) 
831-3114 ext. 2324 during normal business hours (8:00 am- 5 pm) or AnnBrady at (513) 831-3354 
after hours. 

You are required to return to the test site for a follow-up visit. Your follow-up is scheduled for: 

i I r Date Time 

Thank you for your cooperation. 
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HTR Study No.: 01-109083-11 
Data Collection Form 1 PageNo.:?- ‘Ln 

DEMOGIUPHlCS/DERMATOLOGlCALlMEDICAL HISTORY FORM 
r 

Visit Code Date Subject Initials Subject Screen #: Study # 

Subject 

t ) 
I I Permanent #: 

QuaIIIcation --- I I 01-109083-11 
mm dd yy FML 

bender: 0 Male ‘Cl Female . Age:. Years 

Does the subject have any of the following at the treatment sites? 

L DERMATOLOGIC DISORDER No Pes Don’t 
Know 

1. Psoriasis ? 
2. Eczema ? 
3. Skim Cancer ? 

t 

4. Skin Allergies ? Please specify: 
5. Hives ? 

Does the Subject have any of the following (present and past)? 

Is the subject taking any medication? If yes, please specify befow: 

I .2-c. c  

III. MEDICATION I No I Yes I 
Don’t 
Know I 

.l. Antibiotics, oral or systemic ? 
2. Cortisone, Steroids, ACTH, Anti-reaction Drugs ? 
3. Heart Medication ? 
4. lnsulisl ? 
5. Other 2 

Comments: 

rviewer’s Signature: 



INCLUSION f EXCLUSION FORM rage NO.: \\ - w 

Visit Code Date Subject Initials Subject Screep #: Study # 

Subject ’ 
--LA- i-/-L.- 

Permanent #: 
Qualification 01-109083-l 1 

mm dd yy F M L 

l/J INCLUSION CRI!IBRIA 
.C&ck one 

: YES’ Nd Subiect: 
I- I 1 1. Isl8throu&65years? I 

2. Has signed infmed consent ? 
3. Is healthy as evidenced by responses on DCF 1 ? 
4. Has hands and wrists that are free of dermatoses, cuts, lesions, and other skin disorders 2 
5. Has fingernails that extend no longer than approximately one (1) mm past the nail bed ? 
6. Is willing to refrain from using antimicrobial soaps (liquids and/or bars) for bathing, 

showering, and handwashmg during the entire study ? 

’ 

7. Is willing to refkain from using anti-dandruff shampoo during the entire study ? 
8. Is willing to refram from using medicated/antibacterial lotions and creams during the entire 

study, unless prescribed by a physician for an intercurrent illness ? 
9. Is willing to refraii from using topical steroids during the entire study, unless prescribed by a 

I I I physician for an intercurrent illness ? I L I _ _ 

1 10. Is willing to refrain from using topical or systemic antibiotic medication during the entire study, 
unless prescribed by a physician for an intercurrent illness ? 

11. Is willing to comply with all study protocol requirements ? 
EXCLUSION CRITERIA 

4. Has artificial nails or nail tips? 
5. Has soap, detergent, and/or perfume allergies ? 
6. Has eczema or psoriasis on their hands or wriits ‘7 

Female Female Male 7. Is currently pregnant ? R Yes 0 No Of child-bearing potential: D Yes 0 No 
0. Surgically Sterile, year 

If of child bearing potential - 8-HCG Test Results: 0 
0 Post-menopausal 

negative 0 positive 
8. Is currently lactating ? q Yes 0 No 0 NA 

9. Has been medically diagnosed as having a medical condition such as: diabetes, 
hepatitis, an organ transplant, or AIDS (or HIV positive) ? 

10. Has another medical condition which in the opinion of the Investigator would 
preclude participation ? 

Based upon dermatologic evaluation and the information contained in Data Collection Forms 1 and 2, the subject is: 
0 Qualified D Not Qualified for participation in this study. 

asons for disqualification: Interveiweis InitalsDate: / 
4‘ 

-Ik;estigator’s Signature: Date: I I 
mm dd YY 



Data Collection Form 3 PageNo.: x- ‘3\ 
INTERCURRENT ILLJ’WS I CONCOMITANT MBDICATION FORM 

Visit Code Date Subject Initials Subject Screen #: Study # 

Test I I I I Permanent #: 
Period --- --- nun dd yy F M L 0140908341 

. 

.- 
I. Is skin on subjectis hands and wrists till free of dennatoses, ‘cuts, lesio&, asd other skin disorders? iYes ONo 

If no, please indicate condition: 

II. Has subject used non-antibacterial soap and followed the instructions in Appendix B? q Yes q No 
If no, please explain: . 

III. Has subject been ill since the last visit? q Yes (Complete below) 0 No 
IV. Has subject used any oral or topical medication? q lYes (Compiete below) ONo 
Based upon the above responses, the subject is: OQualified 0 Not Qualified to continue on the study. 

Reasons for disqualification: 

TO BE COMPLETED IF SUBJECT HAS AN INTERCURRENT ILLNESS 

Date of Onset: Date Reported: Date Resolved: 

Describecond+n: .’ 
. 

ieactionrelated to treatment? q lNot related 

‘\y *ion Taken: ONone . 0 Continued on study 

0 Possibly related 0 Definitely related 0 Other (explain) 

0 Withdrawn from the study 0 Consulted physician 
Medication taken (Complete below) OHospitalized 0 Other (explain) 

Additional Comments: 

CONCOMITANT MEDICATION 
Medication 

(Oral or $vstemic) 
Total Daily Dose Start Date Stop Date Indication 

mm 1 dd .(,.YY. _ mm/dd/yy (Reason for Taking) 

Comments: 

Interveiwer’s Signature: Date: / I 
mm dd w 



Data Collection Form 4 

HEALTH CARE PERSONNEL HANDWASH BACTERIAL COUNTS 
CFUhnL of Sampling Solution 

Date Subject Initials Subject Screen # Study # 

t f _ 
1 I / 1 Permanent #: 

--w-. V-F 01-109083-11 
‘mm dd yy. FML ,: 

BASELINE 
LEFT IUND DILUTIONS RIGHTHANDDILUTIONS 

10” 1 lo5 I lo4 lo4 I W I lo* 

1 CFUhnL Counted by : / 1 1 cFu/mL Counted by : / I 

- 

LEFT HAND WASH 1 RIGHT HAND 
lo“’ 1O-z 10” lo4 lo-” lo-* lo-3 lOA 

FUimL Counted by : ‘I . CFUhL Counted by : I * 

LEFT HAND WASH 11 RIGHT HAND 
10-l’ IO” IO-’ lOA lo-” lo-* lo-’ lOA 

dFU/mL Counted by : I . ’ CFUlmL Counted by : i . 

Calculations by: / Raw data reviewed by I 
Calculations Verified by: I 

*lo-’ dilution is the sum of 1 .O mL spread across 3 plates in duplicate. 
TNTC - Too Numerous To Count 

I Investigator’s Signature: Date: / / 
mm dd YY 
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Data Collection Form SA 

Subject Initials Subject # Study No. 01-I 09083-I I 
Page No. S-153 

AWEXSEEVENTS 

I 
I . I I 

i’ ) 1 1 I 

Note: Severity, Relationship and Outcome MUST be determined by principal investigator. 
Severity: 1 =Mild ‘L=Moderaie 3=Severe 
Relationship: 1 =Definite 2=Probable 3=Possible 4=Unrelated 

Action Taken: 1 =None 2=Rx Therapy 3=Discontinued Study 4=Other (specify) 

1 =Resolved w/o 2=Resoived W/ sequelae 3=0ngoing 4=Death 
1 ! sequelae (describe) % 
‘,. -* 'Serious Adverse Event/Experience 
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Data Collection Form 5B 

Subject Initials Subject # 

ADVERSEEVENTS 

‘Study No. 01-I 09083-i 1 
Page No. X - 3’+ 

Note: Severity, Relationship and Outcome MUST be determined by principal investigator. 
Severity: l=Mild 2=Moderate 3=Severe 

Relationship: 1 =Definite 2=Probable 3=Possible 4=U nrelated 

Action Taken: l=None 3=Discontinued Study 4=Other (specify) 2=Rx Therapy 

2=Resolved W/ sequelae 3=0ngoing 
(describe) 

tcome: 1 =Resolved w/o 

6 f 
sequelae 

‘,--&erious Adverse Event/Experience 

4=Death 

DOO’i 55 



. FOLLOW-UP VISIT Page No.:x w 35 

9. Visit Code Date . Subject Screen #: Subject Initials Study # 

Follow-up I I, I I Permanent #: 
--y 01-109083-11 

visit m m  dd ~yy ?--ri 

I 1 Date Subject Entered the Stu$y: Follow-IJp,Visit Date: 
I ./ / .I --P  --- 

Does the subject’s hands have the presence of pimples, blister& or raised itching bumps surrounded by erythema and/or edema 
that inay be indicative of a skin infection? 

OYES 0 NO If yes, complete below: 

Clinical Observations: (Include date of onset and descriptions/severity/locations, etc.) 

Comments: 

I\. , 

1 n the subject had any health related issues since the treatment procedure? 

Cl YES 0 NO If yes, complete below 

Comments: 

Medical Consultant’s Signature: Date 

f - I 
m m  dd YY 



HTR-Study No. 01-109083-l 1 

Formula Ingredient Statement 

3466-l 8, Foaming Antimicrobial Handsoap 

Active Ingredient: 0.45% Triclosan 

Other Ingredients: Water (aqua), Sodium Xylenesulfonate, Dipropylene Glycol, Glycerin, 
Ammonium Lauryl Sulfate, Cocamidopropyl Betaine, Fragrance (Parfum), Disodium 
Phosphate, Citric Acid, Sodium PCA, Polyquatemium-10, Cetyl Alcohol, Aloe 
Barbadensis Leaf Juice, Methyl-Paraben, Propyl-Paraben, Red 4, Yellow 5. 

3466-19, Hibiclens 

Active Ingredient: 4% Chlorhexidine gluconate 

Ingredients: Fragrance, isopropyl alcohol 4%, purified water, Red 40 and other 
ingredients in a nonalkaline base. 

I3 0 0 ‘i 5 7 



HTR Study No.: 01-109083-l 1 

APPENDIX III 

Total number of pages = 1 

Subjects Excluded/Withdrawn from the Study 
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HTR Study No.: 01-109083-l 1 

Subjects Excluded/Withdrawn from the Study 

Subject Screening No. Reason 

110,111,107,120,12 1,126,109, Subjects withdrew prior to test day - personal reasons 
145, 146,147,153,160,161,166, 
170,172,173,174 

114, 118, 123, 138, 149,169, 171 Subjects excluded-cut/scratch on hand or wrist 

112,127 Subjects excluded - late on test day 

137,151,168,175 Subjects excluded - extra subject 
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HTR Study No.: 01-109083-l 1 

APPENDIX IV 

Total number of pages = 11 

Adverse Events 
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Data C!olle&ion Form SA 
m 

Subject Initials 22s~ SubjecW a ,Study No. 01-109083-11 
Page No. $r - 79 

ADVEXSEEVENTS 

Note: Severity, Relationship and Outcome MUST be determined by principal investigator. 
severity: l=Mild 2=Moderate 3=Severe .. _. 

RsIationship: 1 =Definite’ 2=Probable 3=Possible . rl=Unrelated 

Action Taken: l=None 2=Rx Therapy 3=Discontinued Study 4=Other (specify) 

.Jutcome: 1 =Resolved w/o 2=Resolved W/ sequelae 3=Ongoing 4=Death 
i ! sequelae (describe) 

'Serious Adverse Event/Experience 
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Data Coilection FOrIIk SA 

Subject Initials -3-- vfi Subject # 2 Study No. &090834 i 
Page No. c - % 

ADVERSEEVENTS . c . 

t 

/ 

rm I Fvent IOnset Date! End Date 1’4 

Note: Seve#y, Relationship and Outcome MUST be @termined by principal investigator9 
Severity: ?=Mild _ 2=Moderate - 3=Severe 
Relationship: l=Defmite’ 
Action Taken: 1 =None 

2=Fkobable 
2=Rx Therapy 

&Possible 4=Unrelated 
3=Discontinued Study 4=Other (specify) 

. iutcome: 1 =Resolved w/o 2=Resolved wl sequelae +ongoing 4=Death 
i ,I sequelae (describe) 
\%. I 

‘Serious Adwrst Event/Experience 
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Data Collection Form SA 

6Cf3 
s 

Subject Initials Subject # 7 Study No. 01-l 090834 1 
. Page No. r - l& 

ADVERSEEVENTS 

. 

p ~ Symptom I Event )Onset Date1 End Date rf’ lSeverity 1 fE:i 10utcomelReFl s~~~~~~te 

\ I I t 1 I t I I I 

Entry 
Date 0mmentINote: Initials 

I I I II I I I I 

Note: Sevqity, Relationship and Outcome MUST be determined by principal investigator. 
Severity: 1 =Mitd 2=Moderate ?=Severe _. 

Relationship: 1 =Definite’ 2=Probable 3=Possible 4=Unrelated 

Action Taken: l=None 2=Rx Therapy 3=Discontinued Study 4=Other (specify) 

outcome: 1 =Resolved w/o 2=Resolved W/ sequelae 3=0ngoing 4=Death 
I sequelae (describe) 
. 1’ 

'Serious Adverse Event/Experience 

DO0163 



Subjekt Initials hw s Subject# 10 

ADVERSEEVENTS 

- 
Study No. 01-109083-1 l’ 
Page No. z _ jaa 

Relationship: 1 =Definite‘ 2=Probable 
Action Taken: l=None 2=Rx Therapy 3=Discontinued Study 

1 =Resolved w/o 
sequelae 

2=Resolved wl sequelae +ongoing 

(describe) 
4=Death 

_-,' %erioua Adverse Event/Experience 

DO0164 



-----*---- - -.-- -- 

Subject Initials . ‘Study No. p.c’cJ\s -‘- Subject% h 0%109083~il 
’ Page No. r - 0-3 

AlWERSEE~JYTS ‘ t 

Note: Severity, Relationship and Outcome MUST be determined by principal investigator. 
Severity: l=Mild 2=Moderate ’ 3=Severe 
Relationship: ‘i =Definite 2=Probable 
ACtion Taken: I=None 2=Rx Therapy 

3=Possible 
3=Discpntinued Study 

4=Unrelated 
4=Other (specify) 

Jutcome: ? =Resolved w/o 

i 
sequelae 

2=Resolved WI sequelae 3=0ngotng 
(describe) 

4=Death 

‘, ..-.,' 9erious Adverse Event/Werience 
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Data CoktSon Form 5A 

Subject Initials bbb Subject # 6 
w  

Study No. 0140908341 
Page No. tlr 

ADVERSEEVENTS 

Symptom I Event Onset Date End Date ‘$f Severity $z: Outcome’Re$fF- fnvestigator SlgnaturelDate 

EntrY Comment/Note: Date 
initials 

Note: Severity, Relafionship and Outcome MUST be Idetermined by principal investigator. 
Severity: 1 =Mild ‘2=Moderate 3=Severe . . 

Relationship: l=Definite 
Action Taken: l=None 

2=Probabte 
2=Rx Therapy 

3=Possible 
3=Discontinued Study 

4=Unrelated 
4=Other (specify) 

* jutcome: 1 =Resolved w/o 
sequelae 

'Serious Adverse Event/Experience 

2=Resoived W/ sequelae +ongoing 
(describe) 

4=Death 

II 00,‘; 66 



Data Collection Form SA 

Subject Initials &109083-1 i R\(b Subject # 21 Study No. 
Page No. r - \Y,C? 

ADVERSEEVENTS 

Symptom I Event Onset Date End Date ‘$ Severity $cEz Outcome ReEin- investigator 1 
Signature/Date 

EntrV c 
D&e 0mmentNote: Initials 

\ 

Note: Severity, Relationship and Outcome MUST be determined by principal investigator. 
Severity: l=Mild BModerate 3=Severe _. 

. 
Relationship: l=Definite’ 2=Probable ?L=Possibte 4=Unrelated 

Action Taken: l=None 2=Rx Therapy 3=Discontinued Study 4=Other (specily) 

Atcome: 1 =Resolved w/o ( 2=Resolved wl sequelae 3=0ngoing 
(describe) 

4=Death 
:,- ,’ sequelae -’ 

'Serious Mve,rse Event/Experience 



Data Coktion Form 5A 
s 

Subject Initials i-sJ3 Subject # ‘3% Study No. 01-l 09083-l 1 
Page No. str 

Symptom I Event 

t 

Symptom I Event Onset Date End Date ‘$’ Severity $Ei Outcome Rezr- “vestigator Signature/Date 

EntFV - Date ,omment.iMo~e: Initials 

Note: Severity, Relationship and Outcome. MUST be getermined by principal investigator. 
Seiterityi l=Mild IL=Moderate 3=Severe 

Relationship: l=Defir$te 2=Probable 3=Possible 4=Unrelated 

Action Taken: l=None 2=Rx Therapy 3=Discontinued Study 4=Other (specify) 

jutcome: l=Resolved w/o 2=Resolved WI sequelae 3zongoing 4=Death 
*; 4 sequelae (describe) / ..__ -; 

'Serious Adverse Event/Experience 

13 0 0 ‘i 6 a 



Data Collection Form SA 

J tU  

s  

Subject Initials Subject # $$$ s Study No. g&ggg&& 
Page No. -. rtr 

I 
ADVERSEEVENTS 

Symptom I Event 

Entry L , Date ,womment/Note: 

Onset Date End Date ‘f’ 1 Severity pi:: Outcome RezyF s~~~~~te 

n!aobl &./or I 
1 Initials 1 

Symptom I Event Onset Date End Date ‘4:’ Severity !$zl Outcome Re$$n- S~~~~~~e 

Entry Date Comment/Note: Initials 

Note: Severity, Relatiqnship and Outcome MUST be,deterrnined by principal investigator. 
Severity: 1 =MiId 2=Moderate 3=Severe 
Relationship: l=Definite 2=Probable 3=Possible 4=Unrelated 
Action Taken: l=None 

&&o,e: l=Resolved w/o 
sequelae 

'Serious Adverse Event/Experience 

2=Rx Therapy 3=Discontinued Study 4=Other (spec’@) 
2=Resolved WI sequelae 3=0ngoing 

(describe) 
4=Death 



Subject Initials & -x 

Date Collection Form SA 

Subject # .s ! 

ADVERSE EVENTS 

. 

Study No. @ f-l 09083-I i, 
Page No. $zT - TX%\ 

Symptom 1 Event /Qnset Date End Date “y”$ &verity 

.Q* \ 

Note: Severity, Relationship and Outcome MUST be determined by principal investigator. 
&verity: - 

Relationship: 

Action Taken: 
[~; : - &come: 

‘Serious Adverse 

l=Mild - 
?=Definite’ 
l=None 
1 =Resolved wlo 

sequelae 

swent/Expcr5.ence 

Z=Mod&ate . 
2=Probable 
2=Rx Therapy 
2=Resolved wl sequelae 

(describe) 

3=Severe- 

- 3=Possible 

3=Discontinued Study 

3=0ngoing 

. 

4=Unrelated 
4=Other (specify) 

4=Death 
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Subject Initials D - M, Subject# 3 6- 
- 

Study No. 01-l 09083-l 1 
Page No. $c - 254 

ADVERSEEVENTS 

Symptom I Event 

ommentllrlote: 

Onset Date End Date ‘6’ Severity ~~~~~ Outcome Regine s~~~‘$~te 

\ 
Initials 

Note: Severity, Relationship and Outcome MUST be determined by principal investigator. . 
Severity: l=tiild 2=hjoderate 3=Sgvere _ 

. Relatlonship: 1 =Definite’ 2=Probable 3=Possible 4=Unrelated 
Action Taken: ?=None 2=Rx Therapy 3=Discontinued Study 4=Other (specify) 

utcome: 1 =Resolved w/o 
‘c sequelae 

2=Resdved wl sequelae 3=0ngoing 
(describe) 

D00171 



HTR Study No.: 01-109083-l 1 

APPENDIX V 

Total number of pages = 4 

Test for Adequacy of Neutrz$zer 
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HTR Study No.: 01-109083-l 1 

Q ) 
1.0 OBJECTIVE 

To determine an appropriate antimicrobial neutralizer system for use in a Health Care 
Personnel Handwash study, HTR Study No. 01-109083-l 1. 

2.0 TEST ARTICLES 

The following test articles were received by Hill Top Research on July 6,200l. 

Lb& Sponsor Code . . Descrlptron 
A 3466-l 8, Foaming White plastic bottle and pump nozzle 

Handwash unit containing product 
B 3466- 19, Hibiclens Blue-green plastic bottle with white 

plastic cap containing liquid 

3.0 PROCEDURE 

Prior to washing with the test articles, two subjects performed a conditioning wash 
,’ I I using Baby San Soap according to the protocol directions. The subjects then washed 

their hands eleven times, using either HTR Code A or HTR Code B, according to the 
protocol directions. The subjects’ hands were sampled after treatment 1, using 
stripping fluid with neutrak& according to the protocol directions and samples iv ere 

, discarded. Following the sampling after treatment 1, the subjects’ hands were rinsed 
with tap water and dried. The subjects also dried after treatments 2 through 10 with at 
least five minutes elapsing between treatments. One hand was sampled after the 1 I* 
treatment using stripping fluid with neutralizer. Aliquots from the subjects’ stripping 
fluid were removed as follows and used to test the adequacy of the neutralizer: A 10.0 
niL aliquot of the stripping fluid with neutralizer was removed and placed in a sterile 
tube. An additional 1 .O mL aliquot of the stripping fluid with neutralizer was added to 
a tube containing 9.0 mL of dilution fluid with neutralize?. 

A 0.1 nIL aliquot of diluted Serratia marcescens ATCC 14756 was added to each of 
the prepared tubes. The diluted culture was a 24 f. 4 hour Tryptic Soy Broth3 culture 
of S. marcescens ATCC 14756 serially diluted to lo“ in 0.9% saline4. 



HTR Study No.: 01-109083-l 1 Draft 

( j 3.0 

4.0 

5.0 

PROCEDURE (CONT.) 

After mixing, a 1 .O mL aliquot from each inoculated tube was surface plated 
immediately and again at 30 minutes by distributing the 1.0 mL across three Tryptic 
Soy Aga? plates in duplicate. The plates were incubated at 25 f 2OC for 48 t- 4 hours. 
After incubation, the numbers of 6’. murcescens colony forming units were 
enumerated. 

Number akd toxicity control tubes were also prepared. The numbers control consisted 
of 10.0 mL 0.9% saline. Two different toxicity control tubes were prepared. One tube 
contained 10.0 mL stripping fluid with neutralizer and the second tube contained 10.0 
mL dilution fluid with neutralizer. These control tubes were inoculated, plated, 
incubated, and enumerated in the same manner as the collected samples. 

RESULTS 

Results are shown in the Table of Results. 

CONCLUSIONS 

The neutralizer system is considered effective if recovery is Z 50% of the 
corresponding numbers control. In this study the neutralizer system adequately 
neutralized the active ingredients in the test product. 

DO01 74 



HTR Study No.: 01-l 09083-l 1 

RECOVERY OF SEltRAZ7A jlci?MtCESCENS ATCC 14756 

r PLATE COUNTS” 1 AVG. ARTICLE TIME 

?‘lumbers Control 
10.0 mL Saline 

Toxicity Control 
10.0 mL Dilution 
Fluid with Neut. 
Toxicity Control 

10.0 mL 
Stripping Fluid 

with Neut. 
HTR Code A 

10. mL stripping 
Fluid with Neut. 

HTR Code A 
1.0 mL stripping 
Fluid w/ Neut. 

Into 9.0 mL 
Dilution Fluid w/ 

Neut. 
HTR Code B 

10.0 r& 
stripping Fluid w/ 

Neut. 
HTR Code B 

1 .O mL Stripping 
Fluid wl Neut. 

Into 9.0 InL 
Dilution Fluid w/ 

Neut. 

Omin. -a- 52 65 
30 min. 48 41 72 

Oti. 54 52 51 
30 min. 41 53 65 

Oti, 39 43 52 
30 min. 60 54 55 

0 min. 59 61 40 
30 min. 64 49 63 

Omin. 39 47 37 35 56 46 1.3~10~ 76 
30 min. 44 55 56 45 52 50 1.5x102 94 

OIlSill. 57 44 67 57 71 45 1.7x102 100 
30 min. 44 53 40 56 49 66 1.5x lo2 94 

Omin. 52 46 46 59 63 74 1.7x102 100 
30 min. 37 47 47 44 54 42 1.4~10~ 88 

% 
RECOVERY 

NA** 
NA 

CFUhL 
55 1.7x10” 
52 1.6x lo2 

59 53 
47 62 

53 66 
42 62 

40 52 
57 51 

59 64 
53 60 

50 1.6x lo2 
49 1.6x lo2 

t 
48 1.4x 10’ 
63 1.7~10~ 

94 
100 

82 
106 

52 1.7x lo2 100 
63 1.8 x lo2 112 

*CFU/mL is the sum of 1 .O mL spread across three plates. 

* *NA = Not Applicable 

0 Minute % Recovery = . Count at 0 mm. x 100 
Numbers Control Count at 0 min. 

. 30 Minute % Recovery = Count x 100 
Numbers Control Count at 30 min. 
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HTR Study No.: 01-109083-11 

. 
The stripping fluid with neutralizer used for sampling contained 0.41 g K.H~PO4,10.3 
g Na&LPO4,3.0 g Lecithin, lO.Og Tween 80, and 1 .O g Triton X-100 in one liter 
purified water. The pH was adjusted to 7.8 + 0.1 prior to dispensing into water 
dilution bottles, or other suitable containers, to yield a final volume of 75 f 1 .O mL 
after autoclaving at 121 “C. 

2. . l Dilution Fluid* Butterfkld’s Phosphate Buffer Water w&h Neutrahzer 
The dilution fluid contained 1.25 mL AOAC Phosphate Buffer Stock*, 10.0 g Tween 
80, and 3.0 g Lecithin in one liter purified water. The pH was adjusted to 7.2 + 0.2 
prior to dispensing into tubes, to yield a final volume of 9.0 It 0.1 mL after autoclavmg 
at 121OC. 

3. . lx Sov Broth 
The broth consisted of 30.0 g Tryptic Soy Broth powder in one liter purified water. 
The pH was 7.3 f 0.2. The media was dispensed into tubes and sterilized by 
autoclaving at 121°C. 

4. 0.9% Saline 
The saline contained 9.0 g NaCl in one liter purified water. The material was 
dispensed into tubes to yield a final volume of 9.0 rt 0.1 mL after autoclaving at 
121°C. 

5. Tr_vl~tic Soy AS 
The plating medium contained 40.0 g Tryptic Soy Agar powder in one liter purified 
water. The pH was 7.3 +_ 0.2. The media was autoclaved at 121°C. After autoclaving 
and tempering, the media was aseptically dispensed into sterile Petri dishes, 
approximately 18 - 20 mL per plate. 

*The! AOAC Phosphate Buffer Stock contained 34.0 g KH2PO4 in one liter purified 
water. The pH was adjusted to 7.2 f: 0.1 prior to dispensing into bottles, to yield a 
final volume of approximately 100 mL after autoclaving at 121°C. 

Note: Recipes which are given as liter volumes may be prepared in greater or 
lesser volumes. 

II 0 0 “I 7 6 
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APPENDIX VI 

Total number of pages = 19 

Statistical Tables 

Table 1 
Table 2A 
Table 2B 
Table 3 

Table 4 

Table 5 

Summary of CFU counts and log conversions 
Mean summasy of log10 averages 
Mean summasy of log10 average seductions 
Means summary of log10 seductions fsom baseline, percent microbial 
seductions, and confidence limits 
Analysis of variance comparison of test article log10 baseline counts (using the 
average of left and sight hauds) 
Analysis of variance to evaluate the effectiveness of each treatment as a 
function of the number of tseatments 
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Table 1. Sunmary of CRI counts and log conversions. 

. . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . HTR @&a 3468.18 Foaming &n&/ash . . . . . . . . . . . . . . . .._....................................... 

subject Wash 

left Right 
CFU/lllL cRI/m (Iigtnd cRJ/Nl. cFu/Hand 

Log10 
cRi/m Average FS%%on 

Log10 

4 

6 

7 

9 

IO 

II 

13 

14 

15 

16 

18 

19 

20 

22 

23 

E!aselinl? 
't&h 1 
Wssh 11 
mseline 
W%hl 
Wash 11 
Baseline 
Wsh 1 
MBsh 11 
Elaseli.ne 
V&h1 
v&h II 
mselins 
Wdsh 1 
wih 11 
Easelins 
Wash1 
Wash 11 
Baseline 
wash1 
wash 11 
Baseline 
Wash 1 
wash 11 
Baseline 
wash1 
Wash 11 
Baseline 
wash1 
wash 11 
Baseline 
Wash1 
Wash II 
Baseline 
Wash 1 
Wash 11 
Baseline 
wash1 
Vksh 11 
Baseline 
Wash 1 
Wash II 
Baseline 

2.3E7 

ZE 

3-K 
2:2E3 

EE 
3.7E3 
2.lE7 
5.aE4 
4.OE4 

XE 
lk4 
3.m 
l.OE4 
7.OE3 

3-E 
i&3 

Ei 
2:5E3 

zz 
1:7E4 
1.m 
1x4 
9x3 
2.5E7 
4.lE3 
2.7E3 

22:Z 

ZE 
2:aE4 
5.6E3 

::Ei 
2.2E3 
1.3E7 

iKEG 
7:oE-m 
1.9E+OQ 
4x+05 

;:z 

2:aE* 

EZZ 

Ezz 

::GZ 

f:EE 

zE!z 
2:3EfO5 
9.aE+O4 
l.lEUB 
4.7E+O5 

:~~ 
1:8E+O6 

:-E 
7:5m5 
7.1E-m 

Ez 
2:OEKS 
1.7EW3 
2.oEuI5 

::s 
2.mO6 
4.2E+O5 
1.2E+o9 
1*3E#5 
1.7E+O5 
9.8E+Oa 

EZ 
EE 
F$gi 
5:2175 

::%Z 

X:G 

69-E 
6:0212 
9.3522 
5.0751 
5.7202 
9.2730 
5.3664 

t 22 
5:6675 
5.2730 
9.2175 

6"*zE 
9:1055 
5.87Sl 

E%Ii 
5:487a 

x:zE 

Z:R 

zz 
5:6232 
9.0792 
5.1055 
5.2175 
a.9890 

3.3E7 
1.6E4 
l.lE4 

;:z 

Ei 

::Ei 

;:Ez 

2:8E7 
IS4 
1x4 

EEi 
2:lE4 

f :E 

;:g 
1.2&4 
4.7E3 

3*z 
1:3E4 

Ez 
1:1E3 

:-zi 
1:5E3 
2.7E7 
1.2E3 
3.2E3 
IS7 
4.2E3 
2.5E3 

:*z 
4:6E3 
1.5E7 

:.z pE+& 
2:1E-r05 
2.2E+O5 
5.3EtCn3 

:*Ezi 
1:8EUB 
2.4E+C8 
1.x+06 

:*Ei 
1:iEHxS 

t-22! 
1:6Eiil6 

zEiz 
5*6E+O4 

Elii 
3:5E+O5 

:*Ez 
9:8E+O5 
1.5Ho9 

EEz 
2:OEtO9 
2.4E+O5 
l.lE+CS 

5-E 
2:4EtOS 
1.4EHx3 
3.2E+O5 
1.9E+o5 

::ZE 

E!2Z 

::EZ 
5.9165 
9.2553 
5.3222 
5.3375 

EE 

f :iEZ 

EE 

kE% 
6:0212 

~:E 
6.1973 

~:~ 

t%iY 
5:9542 
5.5472 

i:g 

9:1761 
5.2730 
4.9165 

Ezi 
5.0512 

::EE 

EE 

Z-E 
9:0792 
5.1055 
5.5378 
9.0512 

9.3162 

if-Z% 
9:2641 
5.5051 

::EZ 

~%f . 

S!:E 
6.2641 
9.3512 
6.1343 
6.02l2 
9.3372 

Eli? 

%E 

ZEi 5:aios 
5.4101 

Ez 
6:0473 
9.1468 
5.5740 

::z 

E%i 

59:Et 

X:E 
5.9m 
5.4461 

EZ 

EZ 

. 
::ZZ . 
EZ? . 
Eiz ’ 
2:7169 
2.9621 

3:2169 
3.3300 

3:2547 
3.3785 

2:9186 
3.1891 

::EE 
3:6557 
4.1109 

4:1398 
3.9338 

. 

EZ 

319737 
3.7015 
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Table 1. 6umnary of CFU counts and log conversions. 

________________________________________.~-.------.~~---------~-~~ Hm Q&z& a-18 Foaming tin&ash - _._____-____-__' ________________________________________- 

subject wash 

------------Left ------------Right 

CfU/ll!L CFU/Hiltld 
Log10 

cFu/Hand cRl/mL CFUlHand 

23 

26 

27 

29 

30 

31 

32 

33 

38 

39 

40 

41 

42 

43 

44 

wash1 
Klsh 11 
8aseline 
Wash 1 
wash 11 
l3aseline 
V&h1 
wash 11 
Qaseune 
Yyashl 
wash 11 
mseline 
Wash 1 
Msh II 
mseline 
vwll 
Msh 11 
Eklseline 
wash1 
k%sh 11 
Baseline 
Mshl 
V&h 11 
Qaseline 
Wsfll 
Wash 11 
mserine 
viwhl 
wash 11 
Baseline 
Wash 1 
v&h II 
mseline 
r&.shl 
wash 11 
Qaseline 
Wash 1 
Wash 11 
mseline 
Mash 1 
wash 11 
Baseline 
Wash 1 

1x3 
1.3E3 

3-iE 
8:6E3 

kiz 
2:7E4 
2.m 
1.7E4 
2.6E3 

;:Eii 
IS4 

EZ 
3x3 

::iE 

Ez 
2k4 
2.OfZ4 

42:Z 
4x3 
2.4E7 
1.7E4 
4.5E4 

ZE 

XEY 
3:OE4 
l.OE4 

3-z 
9:oE3 
2.w 
5.7!z3 
4.1E3 

3:E 

&EZ 
:*E 5:OE+O5 
iE% 
2.OEm 

:Ez 
2:0505 
l.QEm 

f :3 

~z-ii 
2:4E+O5 
1.2!z+OQ 
2*OEK!5 

:sEi 
2:OE-m 

::EG 

X*E 
1:8E+CQ 

Eiz 
1:7E+O9 

I:E 

::Ez 
7.5E+O5 
1.8E+OQ 
7.4E+O5 
8.8EfO5 

5.153a 

iEEz 
514314 

:Et 
5:7501 

E% 

:%E 
9:2730 

EE 
9:2175 
4.5653 
5.5378 

~*~ 
9:2175 
6.3522 
5.8751 

EiEi 
5.8293 
9.1973 

E% 
9:1761 
5.5826 

7.9E3 
4.6E3 
2x7 
1x3 
6.8E3 

::ZE 
IS5 

Ez 
2:OE3 

X:E 

;:iE 
5.2E3 
4.6E3 

EE 
2.7E3 

?22 
5:2E4 

EE 
1:5E3 

3"-z 
5:8E4 
2.cm 
6.2E3 
2.8E3 

:*2-i 
8:3E3 

f-El 
2:OE4 

222 
8X3 

f:S 

5.9E.m 

KEE . 

zz 
1:5E+OQ 
3.3Em 
9.oEm3 

::YEE 

::EE 

lE% 

CEii 
3:5E+@ 
l.lEuB 

5:iEE 

Ezz 
3:QE+C6 

:sEi 
1:1EtU5 

z&t 

EEz . 

x!cz 
1:4E+O9 
l.mO6 

EEz 
2:1E+iB 
1.5E+O6 
1.8WO9 
2.QE+O!S 
4*7E+O5 
1.8EtO9 
5.7E+O5 

5.7727 
::EEi 
5.0792 

E% 
6:5185 
6.9542 
9.1761 

X:% 

Ezz 
5:7672 

x*2 . 

t:E! 

:-Ez 
9:1761 

Kzt 
9:2553 
4.6232 
5.0512 

::Zt 

;:Fg 

5:3222 
9.1536 
8.0512 
5.6744 

X:EZ 
6.1761 

59'Z 
516744 
9.2553 
5.7!z#Q 

x-i% 
9:24fn 

55:Z 

:%z . 

gig 

5:233l 
9.3126 

ZZ 

x*E2 . 

x*Eii 
5:3351 
5.2301 
9.2245 

x:EE 

::Ei 

ZE 

:*Ez 
9:1968 
5.7669 

zz 
6:2017 
5.7747 
9.2727 

iE$ 

X:E 
5.5611 
9.2157 
5.65% 

33:EZ . 
Eti! . 
f:E . 
X:E * 
X:ZZ . 
E%Z 
a:7151 
3.8201 

2:7164 
2.6410 

. 

::!i% 

3:0103 
2.6893 

. 

::zEi 
. 

2% 

311784 
3.27m 

l 

EZ 

3:5464 
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Table 1. Sunmary of Cn! counts and log conkrsions, 

----__----_---__-___---------------.-----------------. ------ ------ HTR r&c&A: 3466-18 Fo&ng t&,&ash _--- ----------_----_-_--________________^___------------- 

Subject 

Beft --------------Right 

Wash cwti cFlJ/Hanci 
Log10 

CFuIHarld CFU/mL CRllHand 
LGglO 

CFulHartd 
tag10 

Average l3ei2%n 

z Wash Baseline 11 KE 5.7E+O4 4.755Q 1x3 1.4Eto5 5.1303 4.9431 4.2726 

Wash 1 71x3 
2.7E+CQ 9.4314 2.oEui9 

- 5.6E+o5 5.7443 zz E% !zEz 
VI&h 11 4.aE3 3.oE+m 5.4771 1:oE4 ::EZ.Z 5:8751 516761 EiEZ 
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Table 1. Sumaty of CN counts and log conversions. 

. . . . . . . . . . . . ..~........~..................~.............~...... . . . . . . HTR Q&=8: 3@&$9 ff&Qlens . . . . .._...._...........................a.... . . . . . . . . . . . . . . . . . 

subject Wash 

-eft 

Cl=U/n$. CFulHand 
Log10 Log10 

AVerage Reduction 

1 

2 

3 

5 

8 

12 

17 

21 

24 

25 

28 

34 

35 

36 

37 

Baseline 
Msh 1 
Wash 11 
Baseline 
Wash 1 
Wish 11 
8aseline 
Wsh 1 
Wash 11 
Baseline 
Wash 1 
wash 11 
Easeline 
Wash 1 
wsh 11 
8aselirle 
Wash 1 
wash 11 
E!aselille 
Mash1 
wash II 
B&Mine 
wash1 
wsh 11 
Baseline 
Msh 1 
wash 11 
8aseline 
wash-l 
wash II 
BaselAne 
W&l 
wash 11 
9aseline 
Wash 1 
v&ih 11 
Eweline 
Wash 1 
Wash 11 
Baseline 
W&l1 
wash 11 
8aseline 

2.m 

;:g 

9:8E4 
8.1E3 
2.x7 
8.5E4 
8.5E3 

Z:E 

;:g 

1:7E4 

S:E 
2.3E3 
l.lE7 
8.2E4 
4.OE3 

ZE 

:~~ 
2:5E4 
7.OE2 

Ei 
2:8E3 
2.8E7 
1x4 
1.8E3 

EE 
4:2E3 
1.W 
8X4 
2.7E3 

:*z 
8:9E3 
2-M 

l&E+09 
2.3E+O7 

EEZS 
7:4Ew 
4.8EM5 

zz 
8:4E+C5 
1*7E+u9 

3:E% 

%z 
1:3E+m 

Ez 

ZiEiZ 
4.7E+ai 
3.OE#5 
2.oEM9 

~-~~ 
1:1Em 

;:yE$ 
. 

g:EZ& 
. 

:*Ez 
1:t?E+O9 
5.1fxJ6 

ZEiZ 
8.8Etc6 

:*z 
8:3E+o6 
8.7EUX 
1.7E+o9 

9.1973 
7.3522 
5.2730 
9.2553 

~*~ 
9:1973 

izi.2 
9:2175 

Ez 
9:2930 
7.1055 
8.1055 
9.2553 
8.5185 

4.7202 
9.1538 

EZZ 

X:E 
5.0792 

69:E 

ZE 
s:s195 

xzi 
8:9185 
5.8245 
9.2175 

2.4R 

Z-EG 
3k7 
1.3E5 
l.lE4 
2-m 
7.8E4 
2.2E3 

:*Ei 
2:4E3 

EYE 
1.4E4 
2x7 
5.8E4 
1.2E3 

ZE 
l:lE4 

Ei 
2:8E3 

Ei 
2:8E3 
3.OE7 
i.oE4 
l.lE3 

3:z 

1-E 
2:7E4 

:+E 
3:5E5 
8.8E3 
1.7E7 

1.8E+o9 
2.5E+O7 

%EE 

t:= 

xzi 
1:7E+cS 
1.4E+m 
2.Ofx8 
1.8E+Q5 

fz!zE 
1:1Eux 
lSE+C9 
4.2fH6 
9.OEW 
7.5E+o8 
5.8E+o6 
l.lfZ+IX 
2.OEuB 

EE 

EEZ 
2:iE+O5 

:-iEz 
2:OE+o5 

fez 
8:3E+O4 
1.8E+O9 
2.m 

:~~ 
2:OEm 
1.9E+u5 

9.2553 
7.3938 

EE 

F?E 
9:2175 
8.7872 
5.2175 
9.1538 

iE% 
9:3375 

8:CEZ 

69.E 
4:9542 
8.8751 
8.7443 
5.02l2 

:*Ez 
EL9185 
9.1055 

EEi 
9:ma 

~:~ 

EZ 
4.9185 

Ez.TE 
5:0792 
8.8751 

E% 
9:0792 
7.4191 
5.8195 
9.1055 

9.2283 
7.3729 
5.2815 
9.3372 

:%z 
@fTZfT 

5:5110 
9.1858 

x*z 
9:3137 
7.2380 

9"*z 
Sk709 

t:iEi 

56:E 

::Z 

8:E 

EZE 
9.1538 

Ez 
9:3211 

::kE 

::ZZ 

EzEi . 

pg 

7:1878 

9":E 

. 
ZEi . 
EiZ 
2k!l8 
3.8984 

2:8874 
3.7933 

a:0778 
3.2504 

. 

::E 

2:1599 
3.8486 

2:7128 
3.4781 

p32& 

. 

Ei!i 

3:3184 
4.3233 

. 

Eizz 

2:3328 
3.5u5u 

s 

EE 
. 
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Table 1. Smary of CFU counts and log conversions. 

_______.____________________________ ------------------ ___..__________ HTR Q&C+: m-19 ~-j~~ns .~-~~~~~-~--~_--~ ____._ -+ ____________________________________ 

37 wash1 :*z 1.5E+o5 6.1761 22E4 :*TEz 6.2175 :*E? 2.9647 
wash11 . 9.oE+o4 4.9!%2 1x3 L 5.0212 . 4.1736 
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Table 2a. &an summy of log10 averages. 

@3:26lhursday,July26, 2CiOl 

tzt 
0 
0 
-2 
W 
w 
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Table 2b. Mean smnary of log10 average reductions. 

0326 Thursday, July 26, 2OOi 

u 
0 
0 

co 
P 
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Table 3. Means sumnary of the log10 reductions ftm baseline, percent microbial reductions, and confidence limits. 

HlRcode 

;=;I8 Foaming Wash 1 3.4703 3.3089 3.6322 

Mxh 11 3.5839 3.4182 3.7495 

I 8: Hibiclens 3488-19 wash v&h1 II 3.7867 2.5072 2.2877 3.8081 2.7266 3.9%3 

Confidence Interval 

Percent 
Reduction I Percent Leer Percespz 

kimit I 

98.98) 99.981 99.99 
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Tsble4. Anslysis of variance comparisonoftest artioleloglObassli.ne counts (using the avfmgf? of left and right hands). 

TheGLMPmceciure 

Class Level Infomtion 

class Levels values 

HlROxfe 2 HTRCbdeAHTRCodeB 

MmkrofobserwMons 45 

u 
0 
0 
-2 
a3 
m 
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Table 4. Analysis of variance comparison of test article log10 baseline counts (using the average of left and right hanus). 

The W~IProcedure 

Dependent Variable: lgavg 

8lmlof 
Source OF Squares Mean 3quare FValue Pr > F 

Model 1 O.O+CE8O32O 0.00580320 0.31 0.5780 

Error 43 0.79395641 0.01346410 

Corrected Total 44 0.79975961 

R-Square 

0.007256 

Coeff Var Root h&E lgavg Mean 

I.477577 0.135883 9.196318 

Source 

HlRCaIe 

OF Type I S MeanSquare FValus Pr z F 

1 O.oo58o32O 0.00580320 0.31 0.5780 

DF Type III 3s Mean Square FValue Pr > F 

1 O.OO5W32O o.oo!5ao32o 0.31 0.5780 
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Table 4. Analysis of variance comparison of test article log10 baseline counts (using the average of left and right hands). 

TheGLMProcedure 

Level of 
HTRcode N 

-am.e--- -;f”“” ----- stdoe;, 

HlRCodeA 30 O.l33&l740 
HlRCodeB 15 t?s O.WXDl53 

0 
0 
0 
-2 
03 
00 
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Table 5. Analysis of variance to evaluate the effectiveness of each treatment as a function of the nunbsr of trsatmnts 
(using the loglO count differences Pm baseline for eaoh test article). 

_.______----_-----__------------------------------------------------------. mRQj&m && A _____* ____-_________f_________________________------------------- 

The WProcedure 

Dspendent Variable: lgdiff 

sum of 
S4wrce OF Squares Mean Square F Value Pr 7 F 

Model 30 9.68443554 0.32281452 5.67 <.oool 

Err-w 29 1.65181967 0.0%95930 

Corrected Total 59 11.33625521 

R-Square Coeff Var Root MSE lgdiff Mean 

0.664289 6.766273 0.238631 3.527222 

Source OF Tvpe ISS Mean Square FValue Pr 7 F 

:iF 29 1 0.19248232 9.49195323 0.32730873 0.19248232 5.75 3.38 -Qoo1 0.0763 

Source 
Subject 
eval 

Ef Type III SS MeanSquare FValue Pr 7 F 

29 9.49195323 0.32730073 5.75 <.OCOl 
1 0.19248232 0.19248232 3.36 0.0763 

e.l 
0 
0 
d 

0” 
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Table 5. Am.Lysi.s of variance to evaluate the effectiveness of each treatment as a function of the nunber of treatments 
(us&g the log10 count differences from baseline for each test article). 

Level of _ _ _ _ _ _ _ _ _ _ _ -lgdiff- _ _ _ _ _ _ _ _ _ _ 
eval N Mean 3tdEev 

wash1 
zi 

3.470!%227 0.43233302 
b%lsh 11 3.5&x!al37 0.44371198 
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Table 5. Analysis of variance to evaluate the effectiveness of each treatment as a function of the nunker of treabnents 
(using the log10 count differences from baseline for each test article). 

________________________________________------------------------------.--- - ~R&-&~ I&& A +--- -----_--. - _-________L_-_________________f____ _F__C__________D_ 

TheU.MPr0cedut-e 

Level of 
eval N 

________ wleikQdiff _--_ stdGv 

V&h1 30 3.47058227 0.432m 
rIwl11 30 3.58386137 0.44377198 

tzl 
0 
0 
-.:. 

fz 



HTR Study No.: 01-109083-l 1 

m? study r4umber Ol-109OS3-11 08:28 Thursday, July 26, 2001 

Table 5. Analysis of variance to eveluate the effectiveness of each treatnient as a function of the number af treatments 
(using the log10 count differences from baseline for each test article). 

__I___________ _  _______ _  _____ _  ____ ____ ______J___L___I______I__ _  ________ _____ mRCo&fl C&a B ____________E_________E___s__l____i  _______I______.___D___________ 

The Wd Procedure 

Class Level Information 

class Levels Values 

Subject 15 1 2 3 5 8 12 17 21 24 25 28 34 35 36 37 

eval 2 Wash 1 Wash 11 

Number of observations 30 
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Table 5. Analysis of variance to evaluate the effectiveness of each treatment as a fur&ion of the nunber of treatments 
(using the log10 count differences from baseline for each test article). 

____________________------------------------------------------------------- mRQj&m (&& 8 ,_______________________________________----~-~--~---------------- 

The GUI Procedure 

Dependent Variable: lgdiff 

anll of 
Source Ed= Square.9 Mean Square F Value Pr > F 

Model 15 15.28292062 1.01886137 21.95 Coo01 

Error 14 0.64X8330 0.046425% 

Corrected Total 29 15.m88383 

R-Square Coeff Vat- Root USE lgdiff Mean 

0.959W 6.646881 0.2S467 3.146934 

S0UI-E 

Subject 
eval 

Source 

EPt 

w Type IS9 Mean Square FValue Pr > F 

14 3.m403164 0.21457370 225 0.0035 
1 12.27888868 12.27888868 Coo01 

a= Type III SS Mean&pare FValue Pr > F 

14 3.c0403184 0.2M57370 4.62 0.0035 
1 12.27888868 12.27886868 264.48 GO001 

w 
0 
0 
A 
u3 
P 
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Table 5. Analysis of variance to evaluate the effectiveness of each treatment as a functiof~ of the nunber of treatments 
(using the loo10 count differences from baseline for each test article). 

________________________________________---------------.-.-.--------------- mRC&efl (&& 6 __________ - ________ - ________________________________________-~--~- 

The GLh!Prooecture 

Level of 
eval N 

________ ..-;;wifp ___- stgDev 

Wash 1 
ii: 

2.50717129 0.3962Sa2 
r&h 11 3.78669666 0.32245713 
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Table 5. Analysis of variance to evaluate the effectiveness cf each treatment as a functicn of the mmber cf tN?atmTtS 
(using the log10 count differences frcm baseline for each test article). 

____________________------------------------------------------------------- H-iy$C&zZ o-j& 8 -*-**- *-*-* --_-._-_-----^-_---_--------------------- * --_- * ---*---- 

TheGlMPmcedure 

Level of 
eval N 

________ -.a;llgdiff ____ ------- 
StdDev 

Wash 1 
4: 

2.50717129 
Wash II 3.78669668 X:E 


